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Abstract 

Sharon Eustice 

 

Exploring factors that influence women’s self-management of rectal 

emptying difficulty 

 

Aim 

The aim of this study was to pragmatically investigate a vital element of bowel 

function, where emptying the rectum is difficult in women, usually because of 

obstructive defaecation, secondary to rectocele.    

 

Background 

Rectal emptying difficulty in women is a sign of obstructive defaecation, which 

affects about one out of every ten women and can increase with age. Rectal 

emptying difficulty has a mostly unknown influence on women, and it is 

frequently a hidden issue. Women's self-management alternatives are 

underappreciated, as is the impact of such interventions on their quality of life. 

Despite the magnitude of the problem and its influence on women's lives and 

health care, non-surgical alternatives have received little attention. 

 

Methods 

The research consisted of an exploratory phase of nine self-selecting women 

who had self-purchased the patient-centred device.  This was followed by a 

mixed-method study, using an explanatory sequential approach with 35 female 

participants, recruited via secondary care outpatient clinics.  The participants 

completed a composite questionnaire before and after an eight-week 



viii 
 

intervention using a patient-centred device, an alternative to using their fingers 

to help empty the rectum.  The questionnaire comprised of a quality-of-life 

instrument (ICIQ-Vaginal Symptoms and Obstructed Defaecation Syndrome 

Questionnaires), bowel diary recordings and participant feedback on using the 

device.  The majority of the same participants (n=26) subsequently took part in 

a semi-structured interview.   

 

Findings 

The exploratory phase provided preliminary insight into self-initiated use of the 

patient-centred device, suggesting an improved quality of life and a reduction of 

symptoms.  The questionnaire result from the mixed methods study identified 

that the patient-centred device helped participants reduce the need to use their 

fingers (z=-2.844; p=0.004) and offered the participants a better lifestyle.  There 

was a significant reduction in difficulties to evacuate, digitation to evacuate, the 

feeling of incomplete evacuation, straining to evacuate and lifestyle alteration, 

all below the threshold of significance (P=0.05).  Medication to evacuate, 

returning to the toilet to evacuate and time needed showed no difference.  The 

sense of incomplete emptying before and after using the device was significant 

(z=-2.646; p=0.008) as was the feeling of being blocked, which improved 

following the use of the device (z=-3.317; p=0.001).  Stool consistency did not 

change before or after using the device.  Twenty-four participants (68.5%) 

completed the Patient Global Impression of Improvement question post-

intervention.  Overall, 16 participants (66.7%) reported that the device was 

better than not using it.  Using framework analysis interview findings revealed 

six themes, knowledge, consequences, finding a solution, psychological impact, 
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coping, and physical impact.  The mixed-methods study showed that the 

patient-centred device was acceptable to participants.   

 

Conclusions 

The research study has contributed to the existing body of knowledge on rectal 

emptying difficulty in women.  Firstly, the effectiveness of a patient-centred 

device for women with rectal emptying difficulty to use as an alternative for 

using their fingers to help empty the rectum.  Furthermore, it offers an additional 

conservative measure option within healthcare provision.  Second, the 

participants' lived experiences can help healthcare professionals, such as 

women who report with a bowel problem, learn more about rectal emptying 

difficulty, which can improve quality of life and prompt access to care.  The 

research has strengthened the feasibility for further investigation via a 

randomised controlled trial.   
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Glossary of Terms 

Term Definition Source 

Anorectal 
manometry 

A procedure to assess the mechanical 
strength of the anal sphincters. 

(Sultan et al., 
2016) 
 

Conservative 
measures  

An intervention not involving surgery or 
medication approaches. 
 

(Bo et al., 2017b) 

Defaecatory 
dysfunction 

Inability to fully empty the rectum of faeces 
(also referred to as outlet delay constipation 
or obstructive defaecation) 
 

(ICD10Data, 
2022) 

Self-reported 
effectiveness  

Where the participant provides their own 
description and feedback on the use of the 
patient-centred device using a composite 
questionnaire. 
 

(Singal et al., 
2014) 

Enemas A medicinal liquid preparation is 
administered via the rectum to relieve 
constipation or to empty the rectum when 
other treatments for constipation have failed. 
 

(BNF, 2022) 

Laparoscopic 
sacrohysteropexy 

A sacrohysteropexy is a procedure that uses 
a strip of synthetic mesh to elevate and 
retain a prolapsed uterus in place.  It can be 
performed via keyhole (laparoscopic) 
surgery. 
 

(BSUG, 2017) 

Laxatives A medicinal preparation is taken orally for 
the relief of constipation. 
 

(BNF, 2022) 

Lived experience  A real-life experience that has occurred or is 
currently occurring. 

(McIntosh and 
Wright, 2019) 
 

Pelvic floor 
dysfunction  

A wide range of symptoms and anatomic 
abnormalities are caused by faulty pelvic 
floor muscular function. 
 

(Grimes and 
Stratton, 2020) 

Pelvic floor 
musculature 

A complex muscular structure, primarily 
responsible for maintaining both pelvic and 
abdominal organs, working in tandem with 
the anterior abdominal wall's striated muscle 
to generate intra-abdominal pressure. 
 

(Janda, 2006) 

Pelvic organ 
prolapse 

When one or more of the pelvic organs 
descend from their usual place and bulge 
into the vaginal canal.  Rectocele is one 
example of a bulge. 
 

(NHS, 2021b) 
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Posterior 
compartment 
prolapse 

The protrusion of the posterior vaginal wall. 
Commonly referred to as rectal protrusion 
into the vaginal canal (rectocele). 
 

(Haylen et al., 
2016) 

Prolapse 
symptoms 

A feeling of heaviness or dragging sensation 
inside or near to the vagina.   
 

(NHS, 2021b) 

Sacral nerve 
stimulation  

Used for treating severe faecal incontinence 
resistant to conservative treatment. The 
procedure involves passing a low-level 
electric current through selected sacral 
nerve roots (in the spine) via an electrode. 
 

(NHS England, 
2013) 

Stoma A stoma (colostomy) is a procedure in which 
one end of the colon (part of the bowel) is 
diverted via a hole in the stomach. A stoma 
is the name for the opening. 
 

(NHS, 2020) 

Suppositories Solid bullet-shaped preparation is 
administered via the rectum for the relief of 
constipation or to empty the rectum when 
other treatments for constipation have failed 
(e.g., glycerol or bisacodyl). 
 

(BNF, 2022) 

Trans-anal 
irrigation 

A self-administered system whilst sitting 
over a toilet, to wash out faeces from the 
rectum and sigmoid part of the bowel.  The 
system uses a rectal catheter with an 
inflatable balloon, a manual control unit with 
a pump, leg straps, and a bag to hold water.  
 

(NICE, 2018) 

Vaginal 
hysterectomy 

A surgical procedure to remove the uterus 
through the vagina. 
 

(NHS, 2019) 

Vaginal support 
pessaries 

A passive mechanical device is inserted into 
the vagina to provide support and reduce 
prolapse symptoms.  

(Bugge et al., 
2013) 
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Chapter 1 Introduction 

Bowel function and the elimination of its waste affect us all.   When the bowel 

functions correctly, it tends to be a low priority in everyday life.  Specifically, it can 

be taken for granted.  However, faulty functioning of the bowel (e.g., bloating, 

cramps, constipation, diarrhoea, soiling, rectal emptying difficulty) can penetrate 

our sense of autonomy and well-being and become a wretched problem for many.  

The prevalence of bowel dysfunction in the western world is increasing  (Palsson 

et al., 2020).  Reasons can be complex, but lifestyle and the abundance of highly 

processed foods may account for some of this (Lacy et al., 2016).  For instance, 

irritable bowel syndrome, which is a collection of gastrointestinal symptoms (i.e., 

bloating, cramps, constipation, or diarrhoea) has been studied across six 

European countries;  60% of the study group (n=525) experienced severe 

symptoms, defined as abdominal pain and distention (Tack et al., 2019).  

However, prevalence rates for lower-income countries are less known, possibly 

reflecting healthcare access and help-seeking behaviours.  Whatever the 

prevalence, clinical experience acknowledges the depth of distress and suffering 

for many people, notably women (Bezerra et al., 2014). Although not completely 

understood why, it is suggested that gender differences may be attributable to sex 

hormones (Kim and Kim, 2018).  Rectal emptying problems affect about one out of 

every ten women, and this number can rise as women get older (Chatoor and 

Emmnauel, 2009).  Little is known about its impact.   This thesis is about 

improving women’s bowel health.  Although bowel dysfunction is widely written 

about (Alexander et al., 2020), their health experiences continue to reveal new 

clinical problems to be solved.  Women with rectal emptying difficulty are suffering 
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silently.  The clinical problem to be revealed and contribute to improving care is 

rectal emptying difficulty in women.   

1.1 Pathophysiology of bowel function 

The conditions of inflammatory bowel disease and irritable bowel syndrome have 

dominated the literature (Blackwell et al., 2020) and understandably so.  

Prevalence rates for irritable bowel syndrome can reach 31.6% depending on the 

country (Sperber et al., 2017) and illuminate the scope of bowel dysfunction.  

However, functional bowel disorders are beginning to be exposed as a collective 

description (Lacy et al., 2016).  Functional bowel disorders are defined as those 

without a physical or metabolic abnormality and diagnosis is nearly entirely based 

on symptom patterns (Palsson et al., 2020) using Rome diagnostic criteria to 

facilitate a diagnosis (Simren et al., 2017).  Rome criteria were developed by an 

international group of clinical scientists who generate scientific data and 

instructional materials to aid in diagnosing and treating gut-brain disorders (Rome 

Foundation, 2016).  This thesis focuses on the large bowel (otherwise known as 

the colon), including the rectum and anus (Figure. 1.1).  Rectal emptying difficulty 

is not classified as inflammatory bowel disease, irritable bowel syndrome or a 

functional bowel disorder.  It is a secondary to obstructive defaecation disorder.  

The anatomy and physiology of the bowel enables a deeper understanding.   
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Figure 1.1: Anatomy of the bowel (Purchased from iStock 

https://www.istockphoto.com Accessed: 6 May 2022)  

 

The large bowel comprises the ascending, transverse, and descending colon, 

which feeds into the rectum, supported by a complicated intrinsic and extrinsic 

nerve supply (Brookes et al., 2009).  The colon’s three primary functions are 

absorbing water, electrolytes, managing vitamins, and forming faeces, pushing 

them towards the rectum for evacuation (Azzouz and Sharma, 2018).  A normal 

transit of formed faeces facilitates the mechanism of bowel control through the 

colon to the rectum.  Normal transit time is suggested to be up to 24 hours and is 

usually measured via clinical imaging techniques (Bharucha et al., 2019).  Faster 

or slower time can lead to watery or constipated stool, with formed stool being 

easier to defer.  The rectal capacity enables the storage of faeces until the 

individual is compelled to empty them.  Being obliged to empty the rectum is 

https://www.istockphoto.com/
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underpinned by a complex array of sensation, rectal and sphincter contraction, 

and relaxation at the right time orchestrated by the nervous system (Brookes et 

al., 2009).   

 

The rectum is a muscular reservoir of low pressure to fill and store faeces 

(Brookes et al., 2009).  Situated below the rectum is the anus, which consists of 

two sphincters (internal and external), enabling continence via contraction to 

prevent incontinence of faeces or relaxing to facilitate passage of contents.  The 

levator ani supplies the rectal position and its support, also known as the pelvic 

floor musculature.  Therefore, the rectal function is maximised by the 

choreography of its structure, anatomical position, innervation, blood supply, and 

optimum stool consistency (Tillou and Poylin, 2016).  Furthermore, cognitive 

function is critical for an interoceptive response to rectal sensation and managing 

bodily function (Wittkamp et al., 2018).  In early childhood, learning to interpret 

sensations, respond and manage bowel function is a developmental skill (Uzun, 

2020).  However, this skill can be disrupted at different life stages.  For instance, 

dementia or other brain pathology affecting cognition can disorder interpretation of 

rectal sensation, leading to constipation (delay in responding to empty the rectum) 

and consequently faecal incontinence (Russell et al., 2017). Likewise, 

derangement to the rectal anatomy impacts the effective evacuation of the stool 

and leads to trapping (Mustain, 2017).  Each colon, rectum, and anus component 

can be subject to inflammation, disease, or structural disturbances (e.g., 

obstructive defaecation), with consequential symptoms (Vasant and Ford, 2020) 

(Figure. 1.2).   
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Figure 1.2: Normal anatomy and rectocele (Purchased from Shutterstock 

https://www.shutterstock.com Accessed: 6 May 2022) 

1.2 Psychology of bowel function 

Accepting and being comfortable expressing our bodily functions has not been 

encouraged throughout the centuries.  For instance, the repulsiveness of human 

faeces is woven through ancient literature, such as Deuteronomy in the Holy Bible 

(Carroll and Prickett, 2008).  

‘There shall be an area for you outside the camp, where you may relieve 
yourself. With your gear you shall have a spike, and when you have 
squatted you shall dig a hole with it and cover up your excrement. Since 
Yhwh your God moves about in your camp to protect you and to deliver 
your enemies to you, let your camp be holy; let Him not find anything 
unseemly among you and turn away from you’. (Deuteronomy 23:13-15) 
(Bible Gateway, 2022) 

 

Therefore, intertwined throughout society and across generations is the 

unpleasant factor of bodily waste and the expectation that it will not be spoken 

about (Meyer and Richter, 2015).  Against this backdrop, this research journey has 

required tenacity, self-directed leadership, passion, and determination because of 

society’s difficulty when discussing this subject.  Goffman introduced the concept 

of stigma from the psychological impact on an individual (Goffman, 1963).  

https://www.shutterstock.com/
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Although his work was seminal, knowing more about the changes to an 

individual’s life and how to recruit hard-to-reach groups is limited. Therefore, 

challenges have infused the research journey and facilitated discovery to shape 

healthcare delivery.  Therefore, taking time for reflection and self-examination has 

enabled increased acknowledgment of the dynamics at play for healthcare, the 

public, and patients. 

 

Understanding the dynamics requires appreciating normal bowel function, which is 

seldom reported (Brown et al., 2017).  Since the nature of bowel function is 

integral to everyday life, it rarely becomes a central topic within the scientific 

literature, which is contrary to abnormal bowel function (Blackwell et al., 2020).  

Helping to set the scene for what is considered normal bowel function, Mitsuhashi 

et al. (2018) shed light on what normal may look like. Their investigation, 

conducted in the United States, revealed that out of 4,775 male and female 

participants who completed questionnaires, 95.9% reported between three and 21 

bowel movements per week.  Factors influencing bowel normalcy were being 

male, better education, income, and a high fibre diet.  Although useful 

characterisations for understanding normal in bowel function, it opens the need for 

further investigation.  In the absence of normal bowel function, a study by 

Reinwalds et al. (2018) brings into sharp focus what it is like to live with bowel 

dysfunction.  Using qualitative inquiry with 10 participants who experienced rectal 

resection secondary to rectal cancer, the authors identified three key themes: 

bowel uncertainty, struggle, and preoccupation with their bowel. These themes 

affected all parts of their lives and enhanced resilience (Reinwalds et al., 2018).  
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Thus, normal bowel function appears to be innocuous, implicit, and assumptive, 

whereas bowel dysfunction can pervade, devastate, and dismantle lives.   

 

The provision of psychological interventions for bowel dysfunction (whatever the 

presenting condition) has not been a mainstay of healthcare provision (Ballou and 

Keefer, 2017).  Their review on cognitive behavioural therapy, hypnotherapy, and 

mindfulness-based therapies for irritable bowel syndrome, clearly acknowledges 

the lack of funding, workforce, and multidisciplinary practice.  Keefer et al. (2010) 

developed a self-efficacy measure for inflammatory bowel disease to influence 

health outcomes, arguing that self-efficacy varies for different life domains.  

Therefore, an individual may have high self-efficacy within their career but low 

self-efficacy in managing a chronic illness.  Inability to transfer from one self-

efficacious position to another is supported by other authors who classify self-

efficacy as general or task-specific (Yeo and Neal, 2013).  General self-efficacy 

relates to an individual’s perception of their ability to perform across a wide variety 

of situations.  In contrast, task-specific efficacy refers to perception in the ability to 

perform specifically to a situation.  However, the discourse of self-efficacy 

generates opposing opinions and continues to be the topic of interest (Williams 

and Rhodes, 2016).   The relationship of self-efficacy and its contribution to 

arousing anxiety in an individual has been studied in the educational sciences and 

is not yet clearly defined (Tahmassian and Moghadam, 2011, Yang et al., 2021).  

In the healthcare context, clinicians need to be aware of and improve their 

understanding of human nature.  Therefore, selecting the best therapies can be 

sensitive to individual needs but knowing what is available to offer and for whom 

are they most suited is imperative.  Within the irritable bowel syndrome literature, 
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Windgassen et al. (2017) highlight an exciting concept, treating illness-specific 

anxiety is likely to have better treatment outcomes than focusing on general 

anxiety.  Thus, focusing a spotlight on the brain-gut axis.   

 

The relationship between the brain and the gut has held fascination over the 

years.  Hormonal, immunological, and neural pathways are an enigmatic 

bidirectional interplay that is not yet fully understood (Weltens et al., 2018, 

Mukhtar et al., 2019).  However, this interplay is considered integral to gut health 

and cognitive function.  For example, signalling disorders along the pathways may 

culminate in various problems (e.g., eating disorders, inflammation, anxiety, 

neurodegenerative and autoimmune conditions).   On closer examination of the 

mental health literature, a narrative review (Bioque et al., 2020) looking at 

microbiota effect on mood disorders, such as schizophrenia, identifies scarcity of 

evidence in this field.  Their suggestion of investigating the use of prebiotics, 

probiotics, and faecal transplantation as a “cognitive enhancer” is compelling 

(Bioque et al., 2020,  p.1).  In sum, the delicate balance of signalling may easily be 

upset by a weak microbiota. 

 

Microbiota is a term used to collectively describe the millions of healthy bacteria 

that flourish in the gut (and other parts of the body) and are considered key in the 

communication between the brain and the gut (Thursby and Juge, 2017).  

Depletion of healthy bacteria, for instance, from antibiotic use or poor diet, is of 

interest in academia and contemporary society.  The use of prebiotics and 

probiotics to maximise gut health is often seen in wellbeing communities and is 

gradually navigating its way into healthcare practice.  Prebiotics are non-digestible 
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dietary foods, and probiotics are living microorganisms, and when consumed, they 

contribute to the gut microbial flora of the host, resulting in health benefits (Liu et 

al., 2019, Camilleri, 2021). Despite the scepticism of pre- and probiotics, evidence 

is gathering pace to understand what they can offer.  In their systematic review of 

pre- and probiotic use for depression and anxiety, which included 34 eligible 

clinical trials, Liu et al. (2019) found no difference in the use of prebiotics against 

placebo and a significant effect for probiotics.  According to Cryan et al. (2019) the 

possible contribution of microbiota across health conditions is yet to be 

acknowledged as a general recommendation.  Microbiotic health can be 

problematic because of individual gut differences.  Nevertheless, they stressed the 

importance of focusing on foods as a significant contributor.  Overall, research is 

lacking to offer conclusive evidence.  Evidence does exist within the irritable bowel 

syndrome literature (Diop et al., 2008).  Diop et al. (2008) found a positive 

response to probiotic intervention within an intervention group of 31 people with 

irritable bowel syndrome compared to a control group of 33 people who received a 

placebo.  Stress-related abdominal pain, nausea, vomiting, and flatulence 

improved in the intervention group.  Rectal emptying difficulty is not directly 

influenced by microbiotic health due to its anatomical nature.  Nevertheless, 

understanding the pathophysiology and psychology of bowel function facilitates 

the recognition of clinical symptoms and how best to resolve them.  These can 

motivate further research inquiry, which was the case with this research. 

Therefore, it is important to also understand the positionality of the researcher.   

1.3 How the research transpired 

Clinical problem solving occurs in everyday practice for healthcare professionals 

(HCP).  Problems emerging in clinical practice may or may not be straightforward 
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to solve, based on various factors, including the knowledge and skill of the HCP.  

Thus, the translation of educational preparation into clinical practice needs to be 

made explicit and continues a debate (Lehane et al., 2019).  Therefore, HCP 

responsibility for continuing professional development (CPD) is a fundamental 

underpinning of every patient encounter and can nourish curiosity for clinical 

problem-solving.  Failure to embed knowledge and skill via CPD into working with 

patients is not only in breach of the professional code (NMC, 2018) but misses an 

opportunity for improving and innovating practice.  Consider the following 

description of a patient encounter which was a familiar presentation in the clinic 

setting: 

The woman sat in a blue vinyl chair in a clean, but characterless clinical room 

trying to find the words to explain her problem.  On looking into her lap, she 

appeared to be studying her hands, which were clamped tight together.  After 

what seemed to be a long silence, she described in a quiet voice the need to put 

her fingers ‘there’ to help her stool come out.  With gentle coaxing, she allowed 

more words to flow, and her hands appeared to lose their tight grip on each other.  

It was the first time she had disclosed what she had to do to herself just to feel 

comfortable.  She used a digitation method, which helps to empty stools from the 

rectum (Source: author’s own words from clinical experience). 

How the woman is feeling and the practical nature of what she needed to do is 

illustrated by this clinical scenario.  Over time, the frequency of similar 

presentations and women’s stories led to developing a practical idea to help.  The 

idea evolved into a solution and thus started the invention and innovation journey.  

Although the literature on obstructive defaecation (ODS) and its consequences 

has been gathering pace (Tan et al., 2020), but knowing how women cope has 
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received little attention.  Thus, the lived experience for women who must cope with 

rectal emptying difficulty remains largely unknown.  In this thesis, the problem and 

one solution to difficulty emptying the rectum, which can lead to self-digitation, will 

be evaluated.  This evaluation will focus on two components.  Firstly, the 

effectiveness of a novel patient-centred device to improve self-management of 

rectal emptying as an alternative to self-digitation, which is the most used 

approach.  Secondly, the lived experience for women who experience difficulty 

emptying their rectum will be explored.  The invention of the patient-centred device 

pioneered this research.  The patient-centred device is a Class 1 registered 

medical device designed for single-patient use.  It has been developed to provide 

a clean and dignified alternative for women to self-manage their condition 

discreetly and confidently. The device is hand-held and features an L-shaped 

angled paddle inserted into the vaginal canal during defaecation (lubricated with a 

water-based gel) (Figure 1.3).  Using directional pressure on the vaginal back wall, 

rectal emptying can be helped.   

 

Figure 1.3: Patient-centred device (Source: MDTi) 

1.4 Thesis aim 

The extent of the clinical problem and improving care for women with rectal 

emptying difficulty guided by pragmatic research is reported in this thesis.  

Comfortable and complete rectal emptying is a vital element of bowel function 

(Mitsuhashi et al., 2018).  Although taken for granted, achieving mastery of bowel 

Thumb recess 

Paddle 
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health has long been understood as underpinned by role modelling for toileting 

training in childhood (Bandura, 1977b), an individual's belief system in looking 

after themselves (Bandura, 1977a), and how they cope in adverse situations 

(Lazarus and Folkman, 1987).  Their work continues to have current relevance 

and thus helps explain the complexity of bowel function against a backdrop of 

what can seem to be a simple fact of human life. Anticipated new and emerging 

technologies for bladder and bowel incontinence do not include any suggestions 

for rectal emptying difficulty or its consequences (NIHR Horizon Scanning Centre, 

2014).  Therefore, this research focussed on an untested, patient-centred device, 

which had been developed to help women who have obstructive defaecation, 

manage their rectal emptying difficulty more effectively and satisfactorily than their 

usual methods.  Furthermore, the research aimed to understand what the lived 

experience is like for women who have trouble emptying their rectum due to 

obstructive defaecation, secondary to rectocele.  In sum, the research investigates 

usability of the device in combination with user experience, which is considered 

better than either alone (Bitkina et al., 2020). Consequently, the findings will 

provide clinical benefit for women and help translate new knowledge into 

healthcare service delivery, by revealing a tapestry of lived experience.    

1.5 Research questions 

The research questions answered are: 

1. Does the patient-centred device help women who have rectocele, manage 

obstructive defaecation more effectively and satisfactorily than their usual 

methods?  

2. What is the lived experience like for women who experience difficulty emptying 

their rectum because of obstructive defaecation secondary to rectocele? 
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The overall aim of this research was to explore factors that influence women’s 

self-management who have trouble emptying their rectum due to obstructive 

defaecation, secondary to rectocele.  The research design is pragmatic and has 

several phases; an initial exploratory phase was conducted to inform and help 

shape the design, followed by a mixed-method approach, using a composite 

questionnaire and semi-structured interviews, adopting an explanatory sequential 

design (Cresswell, 2013).  Thirty-six women, from a rural county in England, were 

recruited.   

 

The research offers a pioneering contribution to knowledge via the in-depth study 

of a hidden world for those women with bowel dysfunction experience.  

Furthermore, bestowing innovation in the form of a novel patient-centred device 

for women in the United Kingdom and beyond.  The invention of the device drives 

research, necessary to enhance women’s self-confidence and autonomy with 

bowel mastery.  However, in the context of difficulty with emptying the rectum, 

commonly viewed as distasteful and mainly unspoken, grasping the significance of 

the problem can be challenging for healthcare, the public, and patients to 

acknowledge.  Lack of acknowledgement risks the clinical problem remaining in 

the dark. 

 

Social media quotes added a trigger for the research study.  For instance, 

following the self-purchase of the patient-centred device, one woman posted, ‘This 

is a very useful and easy-to-use device, in my experience. Makes a big difference 

to my daily life’ (Amazon, 2017).  Conversely, another post reported its lack of 

effectiveness ‘My physio recommended this, but the design makes no sense’ 
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(Amazon, 2018).  Although real-life anecdotes enlightened the need for the 

research, the divergence of women’s comments formed the trigger to understand 

more fully what works best to help them manage this distressing condition.    

1.6 The researcher position 

In the context of this research, human factors (e.g., communication, knowledge) 

inform the multi-role position, that is the merging of the clinician, researcher, and 

inventor roles (Maestre et al., 2018). Human factors, according to Maestre et al. 

(2018), are necessary to drive safety and quality in the delivery of patient care.   

For the research being reported in this thesis, the motivations were altruistic and 

the desire to improve women’s lives was paramount, given the suffering witnessed 

in clinical practice.  However, acknowledging the multi-position role within this 

research helps comprehend the barriers to seeking the truth about living with an 

unspoken and stigmatised subject.  Clinical supervision and reflective thought 

allowed the researcher to examine the obstacles and move forward.  Without this, 

healthcare cannot benefit from new knowledge to achieve better patient 

outcomes.  In the context of this researcher, the key obstacle was the multi-role 

position, which can influence the push and pull of the research journey, whilst 

simultaneously stimulating and formidable.  Reflecting on the research journey 

acknowledged these competing elements and helped raise awareness for 

personal and professional development.  Taking digitation as an example, 

preconceived notions suggested there would always be a better alternative. Finger 

use is proprioceptive (Quaghebeur et al., 2021), which may not be obtained from a 

device in the same way. For some women, knowing how much directional 

pressure to apply involves a sense of knowing, and routine treatment may offer 
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better control. As a result, it's critical to think about how best to obtain this 

information from study participants. 

 

One particular competing element is being too close to the data because the multi-

role position risks a lack of critical appraisal, which draws on the position of 

bracketing.  Bracketing is a method used in qualitative research and originates 

from the phenomenology tradition (Tufford and Newman, 2012). Preconceptions 

can contaminate the study process; thus, it is essential to minimise their negative 

consequences, which bracketing aims to mitigate. Even though this research is 

rooted in pragmatism, it is necessary to acknowledge bracketing as a process that 

has guided many researchers.  For Gearing (2004), there are six versions of 

bracketing, each designed for a particular design of qualitative design: idealist, 

descriptive, analytical, existential, reflexive, and pragmatic.  Loosely applied, 

reflexive (make personal values, background, and cultural assumptions explicit, 

overt, and obvious), and pragmatic (depends on the researcher's approach and 

self-identified focus) resonate with this research.  Despite the advantages of 

bracketing, getting too close remains a possibility of human nature.  In a 

qualitative study of 29 criminal researchers investigating the balance between 

closeness and sustaining critical analysis, the interviews helped to illuminate the 

challenge and messiness of getting the right balance (Maier and Monahan, 2009).  

A key message from their study is to embrace the messiness and consider 

qualitative research for what it is.  Therefore, not to be constrained by rules.  

However, not getting the right balance can jeopardise trustworthiness.  The 

researcher did not bracket for this study and was instrumental in designing and 

developing a novel patient-centred device to help women with bowel dysfunction. 
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However, this also created a conflict of interest that had to be addressed as part of 

this research.  The patient-centred device, which is the intervention for the 

research, is available for purchase and the commercialisation renders a natural 

caution for possible research funders.  Thus, reassurance of professional and 

personal integrity within the scientific community is vital.   

 

Action learning in this research context can be considered when the researcher 

and clinician are the same individuals (Marton et al., 2019).  Marton et al. (2019) 

raise an important point about ‘what is to be learned’ (p.481), which reinforces the 

opportunity for exploratory and investigative work.    Identifying a knowledge gap 

in particular, makes it easier to take action to close the gap (Preye Robert, 2020).  

The knowledge gap in this context refers to what is not known about rectal 

emptying difficulty in women.  Therefore, taking action to narrow the gap draws 

attention to alternative options to help women manage and understanding how 

they live with it.  Although distinguishing the difference between a knowledge and 

research gap is unclear in the literature (Preye Robert, 2020, Ule and Idemudia, 

2018), the research helps serve to fill the knowledge gap.  Facilitating this, the 

implementation science perspective provides a useful perspective.  This 

perspective proposes that the successful transfer of knowledge into practice 

benefits from understanding how the implementation is best achieved.  For 

instance, the ‘Promoting Action on Research Implementation in Health Services’ 

(PARiHS) framework (Kitson et al., 2008) has three components (evidence, 

context, and facilitation), which can serve as factors to consider for effective 

integration.  In this thesis, the successful implementation of a patient-centred 

device into the clinical setting was a fundamental aim so that women could access 
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an alternative solution to digitation.  A specific strength of the PARiHS framework 

is including the patient experience, which other models, theories, and frameworks 

do not always address (Nilsen, 2015).  Although the thesis is not structured on this 

framework, it is important to acknowledge its existence and it subsequently 

influenced the development of an implementation framework for rectal emptying 

difficulty in women. 

1.7 Definition of terms 

This section includes obstructive defaecation syndrome, rectocele, self-digitation, 

self-management, and the medical device.  The Glossary of Terms list other terms 

used in the thesis.   

 

Difficulty emptying the rectum is usually a consequence of ODS, most usually 

secondary to rectocele.  ODS is defined as being ‘incomplete evacuation of faecal 

contents from the rectum, straining at stool and vaginal digitations’ (p.15) (Sultan 

et al., 2016).  Rectal emptying difficulty can be related to a type of pelvic organ 

prolapse (rectocele) where the rectum herniates forward into the vagina, thus 

obstructing rectal emptying of stool (Mustain, 2017).  Rectocele is usually 

diagnosed via clinical assessment (physical examination), although clinical 

imaging is often performed (Aubert et al., 2021).  Physical examination, on the 

other hand, is thought to be more predictive of surgery than clinical imaging such 

as a proctogram (Wallace et al., 2021).  Women with a rectocele may resort to 

digitally (using their fingers) positioning the anatomy to align the rectum for 

passing stool (commonly known as digitation or splinting) (Sultan et al., 2016).   

Self-digitation involves using fingers in the vagina to help push out the stool from 

the rectum or pressure on the perineum or into the rectum to remove stool.  The 
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evaluation of the patient-centred device drew upon the ‘developing and evaluating 

complex interventions’ framework, which offered a systematic approach and 

guidance (Craig et al., 2013).  Secondly, what the lived experience is like for 

women will be explored.   

 

Self-management embraces adjusting to medical tasks, modifying life roles and 

emotional consequences (Corbin and Strauss, 1988). The concept of self-

management has witnessed increasing recognition mainly due rising chronic 

diseases, such as diabetes (Funnell and Anderson, 2004) and arthritis (Buszewicz 

et al., 2006).  Self-regulation (Clark et al., 2001) and social cognition theories 

(Bandura, 1991) have governed the understanding of self-management.  Rather 

than information giving only to patients, self-management includes a range of 

behaviours, such as active participation from the individual and problem-solving 

skills.  However, a crucial factor is how a person manages their condition.  A 

proposed underpinning influence on self-management is the mechanism of self-

efficacy (Bandura, 1977a), which will be explored further in Chapter 4.  Various 

definitions have emerged over the years, but simply described, self-management 

is considered the ability of an individual to manage their healthcare condition on a 

day-to-day basis (Lorig and Holman, 2003). 

 

Scientific integrity aligned with the development of new medical devices has 

received minimal attention (Kraemer Diaz et al., 2013).  Critical to understanding 

medical device development is understanding the definition.  A medical device can 

include a variety of products and is defined as ‘… means any instrument, 

apparatus, appliance, software, material or other article, whether used alone or in 
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combination, including the software intended by its manufacturer to be used 

specifically for diagnostic and/or therapeutic purposes and necessary for its proper 

application, intended by the manufacturer to be used for human beings’ (p.5) 

(European Union, 1993).  Critical to new product development, such as a medical 

device, is regulation (Racchi et al., 2016).  However, aligning regulations with the 

principles of good practice within research is less explicit, although efforts have 

been made to develop recommendations (Kretser et al., 2019) to boost scientific 

integrity.  Stakeholders in medical device development involve industry and 

elements of marketing practice, thus possibility rendering it more challenging to 

ensure maximum collaboration.  Whilst the Medical Research Council guidance 

provides a valuable framework for medical device development (Moore et al., 

2015), there is scope for additional support for the combined clinician, researcher, 

and inventor.  Navigating the complexities of marketing (pre- and post-medical 

device development) and aligning these with scientific rigour increase the 

likelihood of mistakes and test the conflict of interest.  Consequently, rigour and 

reassurance throughout a study are critical to facilitate reproducibility and 

credibility.  Given the pragmatism of the research journey, the hallmarks of action 

learning resonate.     

1.8 The significance of the study 

Rectal emptying difficulty in women often goes unnoticed, resulting in silent 

anguish. This study sheds light on the lived experience of women who have 

problems emptying their rectum due to rectocele-related obstructed defaecation. 

The study also includes a first-of-its-kind investigation of the patient-centred 

device, which can be used instead of fingers to empty the rectum. The study's 

findings provide a helpful reference point for understanding the factors that 
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influence women's access to healthcare and how health care providers may 

improve care delivery. Finally, the study’s findings are likely to raise awareness of 

the hidden world of women's suffering and push change in healthcare for women 

who have trouble emptying their rectum. 

1.9 Thesis structure 

The following chapters in this thesis report on the research journey.  In Chapter 2, 

the interconnectedness of innovation and invention is explored and the 

contribution of nursing, setting the scene for the feasibility of the research and 

introducing a metaphor of tapestry making.  Chapter 3 presents a Scoping Review 

exploring what interventions women use for the management of rectal emptying 

difficulty secondary to obstructive defaecation.  Chapter 4 presents the theoretical 

positioning and introduces a preliminary conceptual framework.  Chapter 5 details 

the design and methods of the research.  In Chapter 6, the exploratory phase 

results are described.  Chapter 7 presents the quantitative results of Phase 1.  

After that, Chapter 8 presents the qualitative results of Phase 2.  Penultimately, 

Chapter 9 provides a discussion on the findings and revisits the conceptual 

framework; and finally, Chapter 10 contributes to the thesis conclusions, defining 

the contributions to clinical practice and knowledge; and makes recommendations 

for practice and future research. 

1.10 Summary 

In summary, the research problem, research questions, and researcher position 

have all been expressed against the backdrop of a considerable clinical problem 

in this introduction.  To offer context for the clinical problem under investigation, 

pathophysiology and psychology of the bowel have been explored.  This thesis 
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contributes to knowledge and clinical practice through the increased 

understanding of how women cope with and experience obstructive defaecation; 

and offers a potential unparalleled medical device as an alternative solution to 

self-digitation.  The thesis has established the researcher's position of invention 

because of being instrumental in designing and developing a unique patient-

centred device to assist women with bowel disorders.  Therefore, Chapter 2 

launches the interconnectedness of innovation and invention, which includes the 

contribution of nursing, setting the scene for the feasibility of the research, and 

introducing a metaphor of tapestry making.  
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Chapter 2 Innovation and product development 

2.1 Introduction 

In this chapter the interdependence of innovation and invention and the role of 

nursing, expresses the feasibility of the study, and provides a tapestry metaphor 

will be examined.  The invention of a unique patient-centred device within the 

context of this research journey has helped to unravel a hidden world of women’s 

suffering and how they live with rectal emptying difficulty.  The story would not be 

complete without exploring how invention has made this work possible and how 

nursing can shape healthcare clinical problems.  In the world of metaphor 

(Bleakley, 2017), this research journey can be likened to tapestry weaving (Clark 

and Buchanan, 2020).  Tapestries have been woven by hand for many centuries, 

and just as innovation has introduced machine-woven work, humans too have a 

drive for progression and improvements (Barfield, 2019).  Without invention and 

innovation, the hidden world women experience with rectal emptying difficulty 

would have remained unexposed.  This is particularly pertinent as the researcher 

is a nurse who has specialised in caring for such women and is the inventor of this 

device.  Therefore, the position of nursing’s contribution to invention and 

innovation is explored.  

2.2 Innovation and invention 

Where innovation begins and its similarity to the invention need further 

explanation.  Whilst these terms might have been mutually used, there is an 

argument to suggest critical differences.  Damanpour and Evan provide a useful 

definition: ‘Innovation is the implementation of an internally generated or a 

borrowed idea – whether pertaining to a product, device, system, process, policy, 
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program or service – that was new to the organisation at the time of adoption. 

Innovation is a practice, distinguished from invention by its readiness for mass 

consumption and from other practices by its novelty’ (p.393) (Damanpour and 

Evan, 1984).  Although this definition helps clarify, translation into everyday 

practice is not consistent, especially in the National Health Service (NHS) (Farchi 

and Salge, 2017).  For instance, innovation has not seen NHS infrastructures 

encouraging clinicians to innovate.  That said, a drive for innovation is woven into 

the NHS Long Term Plan, which promises to ‘….speed up the path from 

innovation to business-as-usual’ (p.60) (NHS England, 2019).  Whilst reassuring, 

policy and best intentions do not guarantee implementation and spread of new 

practice across the health community (Thomas et al., 2020).  The NHS wants to 

drive innovation, especially to reduce unnecessary secondary care referrals, which 

is a pillar of the existing NHS strategy, and this research presents a contribution to 

providing cost-effective but high-quality healthcare (Duelund-Jakobsen et al., 

2015). 

 

Innovation has become a favoured term (Dahlander et al., 2021) and tends to 

displace or absorb the original invention.  Yet an invention does not assume it 

reaches where it needs to if innovation is not part of the strategy.  Moreover, there 

is an assumption that all innovation is underpinned by good intention.  Many 

inventions and their innovation journey have not always been optimistic or 

harmless, such as weapons for destruction or unintended consequences such as 

nuclear accidents (Coad et al., 2021).  Hence, innovation strategy needs to 

respect the merits of doing no harm and shaping knowledge for better healthcare.  

Trustworthy translation of an invention into a creative journey is critical for patient 
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safety and quality of care.  Implementation science has a rich literature and is 

defined as the study of methods to enable uptake of an evidenced intervention 

(Sarkies et al., 2021).  Numerous frameworks, such as that by Kitson et al. (2008), 

have helped focus activity onto knowledge shifting into, informing, and then 

changing behaviour related to practice.  Whilst frameworks offer pragmatic and 

systematic attention to adoption and spreading new ways of working, despite this, 

the crucial point is that invention and innovation are not mutually exclusive, but 

instead, they are complimentary.  Notwithstanding health professionals’ best 

intentions, the transfer of knowledge into practice is not effective if undertaken 

passively. Instead, it requires active engagement (Avorn and Fischer, 2010).  

Literature reveals several methods to do this effectively, but unsurprisingly are 

contextual in nature and commendable in their portrayal.  For instance, Cao et al. 

(2021) used an integrated version of the PARiHS framework (i-PARiHS) to 

facilitate evidence implementation for intensive care patients to reduce pressure-

related injuries.  Their findings suggest that the framework assisted with improved 

care.  Likewise, Colldén and Hellström (2018) considered the Consolidated 

Framework of Implementation Research (CFIR) as a tool for implementing value-

based healthcare, for which they suggest improvement to tailor its application.  

Despite the range of frameworks available, they all offer a systematic method 

within a complicated journey of change, whatever the healthcare context.  Leeman 

et al. (2017) aim to dismantle implementation strategies and offer distinctions by 

classifying the strategy rather than a one size fits all.  What works best should be 

driven by clinical leadership and effective communication.  That said, leadership 

styles are subject to variation, and despite NHS investment, remain aspirational as 

the key to implementing evidence-based practice (Grove et al., 2020).   
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Engagement of healthcare staff requires an understanding of the challenges 

facing them in practice, such as resistance to change, poor dissemination of 

evidence, and the lack of educational opportunity.  However, acknowledging the 

difficulty in bringing the idea and the innovation journey to reality is a fundamental 

first step.   Haeussler and Assmus (2021) offer an insight into the challenges that 

exist for researchers when trying to ‘bridge the gap’ (p.2) between invention and 

innovation.  Their paper speaks of ‘bench to bedside’ (p.5) research.  However, 

the research journey presented in this thesis has taken an unconventional route or 

the opposite approach in that the trajectory has been from the bedside to bench.  

It stemmed from identifying a clinical dilemma and problem solving via invention, 

and innovative practice led to broader development and commercialisation.   A 

helpful interpretation from Haeussler and Assmus (2021) is their term of the 

researcher being a ‘translator’ (p.2) in bridging the gap.   

 

When translating an invention into an innovative journey, we are reminded of the 

definition stated by Damanpour and Evan (1984) earlier; invention implies the 

creation of something new, which makes sense as the starting point for innovation.  

Thus, innovation is a practice involving the implementation and further 

development of the invention (Lane and Flagg, 2010).  Alternative viewpoints exist 

within a complex and diverse literature base (Greenhalgh, 2004).  In particular, 

Genus and Iskandarova (2018) argue in their narrative paper that innovation 

governance has yet to be responsible and reflective, and maybe at the behest of 

dominant viewpoints, politics, and inhibitive practices.  Whatever the 

characterisation, the cognitive process leading to an invention is multifaceted and 
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complex.  Society has a rich history of examples that have shaped our world today 

and serve to provide insight into how some of the greatest inventions came to be 

and transferred into everyday life.   For instance, the invention could be likened to 

the idiom of ‘the light bulb moment’, whereby a flash of inspiration paves the way 

to the development of an idea (Cambridge University Press, 2021). Or perhaps it 

is an insidious incubation of a problem that has been pondered over time and time 

again until a solution presents itself.  Society can be seduced into thinking that the 

lone mastermind invents.  However, Lemley (2011), in his critique of patent law, 

reminds us that the mastermind’s idea is not isolated to an individual, but with 

teams and co-dependent. Whatever the initiating processes, ideas, and incubation 

are the fulcrum for many developments and technologies across the centuries.  

Imagine how Fleming felt when his discovery of penicillin was by accident (Bennett 

and Chung, 2001), compared to how other inventors have contributed to the 

world, such as Bell’s systematic development of the telephone (Gorman, 1995).   

The journey towards inventing a device or resource is driven by the individual 

characteristics of the researcher, such as curiosity, possibility, and creativity.  That 

said, despite these characteristics, ideas might never see the light of day.  Nursing 

practice has produced many examples of ideas or opportunities that may have 

been missed or uncultivated (Castner et al., 2016).   

2.3 Nursing contribution with invention and innovation  

The role of nursing in invention and innovation generates an untapped pool of 

possibilities (Figure 2.1) (Kaya et al., 2016, Castner et al., 2016).   
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Figure 2.1: Strengthening the Role of Nurses in Medical Device Development 

Roadmap (with permission from Castner et al. 2016) 

 

Figure 2.1 shows the cyclical movement through the development phases, which 

the nurse can enter at any point.  Reflecting on the experience, the movement can 

be moved forward smoothly, stall or move back and forth.  Importantly, each 

phase must receive careful attention to ensure the rigour and trustworthiness of 

the clinical problem being considered.  Nursing provides many opportunities to 

identify and express clinical issues, especially considering the proximity of nurses 

to patients and their experiences. However, given the pressures of workload and 

staffing issues (Kinman et al., 2020), these can form barriers that negatively 

influence the viability of progressing ideas.  Further barriers can include 

knowledge and skill to navigate the difficult road of making an idea reality.  

Although policies are in existence to facilitate innovation (AHSN, 2019, NHS, 

2021a, NHS England, 2019, Thomas et al., 2020, CQC, 2021), there is a 
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disconnect, which is possibly underpinned by the inconspicuousness of innovators 

(Quilter-Pinner and Muir, 2015).  Through a qualitative case study investigating 

organisational adoption of innovation across 12 NHS organisations, the findings 

revealed that oversight or delay with implementation was due to lack of ‘how-to 

knowledge’ (Kyratsis et al., 2012 p.1).  Hence innovators bear the responsibility to 

equip themselves with proficiency in the practical application of new ways of 

working.    

 

The road towards embedding an invention into everyday practice requires 

motivation, tenacity, and robust guidance.  Facilitating nurses’ practice to 

maximise their contribution to invention and innovation has evolved (Kara, 2016).  

That said, Davis and Glasgow (2020) shed light on the lack of nursing invention.  

They identified over 65,000 patented inventions between 1976 and 2019, 

randomly selecting 100 patents for scrutiny and finding none associated with 

nursing.  Selecting only 100 patents may have missed nursing contributions.  

There is an assumption that inventions choose the patent route (Blind et al., 

2018), which involves a costly process of registering the invention, but some will 

progress for Community Registered Design (Schlotelburg, 2006), which registers 

the embodiment of the invention.  Reasons for deciding on which route to take 

may be financial factors (Farchi and Salge, 2017).   Refreshingly, however, Davis 

and Glasgow (2020) propose a model as a pathway that might inform future 

nursing contribution (Figure 2.2).  During self-reflection, the position for this 

research is between Stage 3 and 4, providing a sense-check of the continuing 

need for learning and development.  Expanding the contribution of nurses to 

medical device creation is encouraged through recommendations such as 
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evaluating complex interventions, which was first advocated by the Medical 

Research Council (MRC) (Craig et al., 2013).   

 

 

 

Figure 2.2: The Future Inventive and Innovate Nurse Model (with permission 

from Davis and Glasgow 2020) 

 

Nursing has been exposed to various theories and models of practice (McEwen 

and Wills, 2017).  Whilst theories and models have aimed to explain and give 

direction, the messiness and complexity of nursing have often been open to 

scrutiny.  More recently, the focus has centred on the individual nurse and what 

shapes their identity.  Bell’s (2021) literature review suggests that nursing identity 

has yet to emerge from oppression before it can truly realise an identity.  Even so, 

understanding these influencing factors may help shape emerging continuing 
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professional development.  Suppose the cohort of newly qualified nurses who 

have experienced the same curriculum and be examined against agreed learning 

objectives.  Those nurses will shape health care differently, depending on 

characteristics and qualities. In another literature review, Rasmussen et al. (2018) 

shed further light on the professional identity of nursing, suggesting that the self, 

role, and context are necessary to maximise development.  Despite the discourse 

on nursing identity, whilst nursing is currently witnessing turbulence in workload 

pressures, safe staffing, and emotional toil (RCN, 2019), its future will be 

influenced by the ability to change and adapt within an increasingly complicated 

world.  Even though the focus of the debate has been on nurses at the forefront of 

innovation, their role as end-users of innovation should not be forgotten.  In a 

scoping review of 19 papers, Matinolli et al. (2020) suggest that nurses tend to be 

excluded from health and medical device development phases.  Therefore, 

nursing contribution should be exploited at each phase of development to improve 

healthcare delivery.    

2.4 Complex interventions 

For this research, the signposting offered by the MRC clarifies that developing an 

intervention, in this case, a patient-centred device is complex.  Complexity in 

navigating through pre-existing processes and symptoms requires a diverse range 

of skills (Marjanovic et al., 2020).  Understanding how and if the device works in 

everyday practice requires a detailed framework for rigour and robustness.  

Elements of the MRC framework includes development, feasibility/piloting, 

evaluation, and implementation (Craig et al., 2013).  The stages of invention and 

innovation of the patient-centred device reported in this thesis have been 
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presented by drawing upon this framework to provide clarity and direction (Table 

2.1).   

Table 2.1: MRC framework applied to the patient-centred device 

MRC framework elements Application 

Development A scoping review was conducted because the 

evidence base had not been established. At the 

outset, the theory to underpin the development 

was not clear.  However, this has become clearer 

along the research journey.    

Feasibility/piloting A feasibility approach using mixed methods was 

considered pragmatic especially considering the 

novel and untested patient-centred device.  

Randomisation was not practical or appropriate 

given the newness of the invention. 

Evaluation Outcome measures were decided upon which 

yielded an understanding of device self-reported 

effectiveness and identify barriers to further 

experimentation post-study.  Furthermore, the 

lived experience of women was considered 

fundamental to understanding and shaping care 

delivery.   

Implementation Behaviour changes for both patients and the 

NHS in the context of improved quality of life and 

better clinical care pathways.  

 

More recently Moore et al. (2015) have reframed this for process evaluation 

providing a stepwise approach for planning, designing and conducting, analysing, 

and reporting intervention development.  The framework for complex interventions 

continues to be updated, and more recently to embrace the conditions, 

implementation and its impact (Skivington et al., 2021). Designing the patient-
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centred device was need-driven and is unique in the application (rectal emptying 

difficulty).  Guidance has been developing pace over the years and of note, is 

Liberman-Pincu and Bitan’s (2021) medical engineering application of using 

FULE.  FULE is an acronym for functionality, usability, look-and-feel, and 

evaluation.  Following their testing of FULE via case studies, they suggest that 

giving attention to each aspect potentially improves the design and 

implementation.  One of the strengths of the FULE framework is the attention to 

the aesthetic perspective, which resonates with this research.  Despite medical 

device development being multifaceted, the human-centred design mindset is 

worthy of consideration.  Defined as an empathic and intuitive perspective 

focusing on people and not just the user (Steen, 2011).  In other words, stepping 

back from pre-conceived ideas and suspending arrogance for having a great idea 

(Design Council, 2022).  An inspirational insight to human-centred design is 

offered by IDEO.org (2015), a global non-profit design company, with focus on 

innovation within low-income countries.  Their compelling approach suggests an 

emotionally intelligent attitude is fundamental as a foundation for invention and 

innovation.  Whilst there is much to learn from innovation experiences beyond 

healthcare, the iterative nature of this research requires continuous learning.  

Notwithstanding the tools, frameworks, and mindset perspectives available to 

guide research, deciding on the research design required much discussion.   

 

Deciding on the research design for systematically investigating the impact of the 

patient-centred device was complicated.  This arose because the device had 

already been developed and was in commercial circulation.  Yet it was a new 

device with no underpinning evidence or established position within clinical care.   

This complexity was discussed with the local research and development team, 
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exploring different approaches.  For example, selecting a controlled design was 

inappropriate because it assumed knowledge of feasibility for recruitment and 

retention ease.  Translating what was already known about the patient-centred 

device into a proper design took time.  Developing a design needed to consider 

assumptions that the device would work.  Assisting with understanding 

assumptions, Moore et al. (2015) suggest a logic model approach support 

improved clarity and determining relationships (Figure 2.3).  The logic model 

initially emerged from education (Markham and Aveyard, 2003) and has been 

adopted as an essential feature in process evaluation (Public Health England, 

2018).  Figure 2.3 helps to explain the relationships of the inputs, outputs, and 

outcomes related to women struggling with rectal emptying difficulty.   

 

 

Figure 2.3: Logic model for the introduction of a patient-centred device for 

women with rectal emptying difficulty (Public Health England, 2018) 
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Therefore, the decision was taken to take a step back and spend time 

understanding the acceptability of this device to women and determine if the 

feasibility of wider implementation and roll-out. The feasibility method offers a 

preliminary investigation into implementing an intervention and informs a future 

randomised controlled design, where appropriate (Wilson et al., 2015).    

2.5 Feasibility  

Applying a feasibility approach to this research was a rational consideration.  

Given the first research question to be answered, ‘Does the patient-centred device 

help women who have rectocele, manage obstructive defaecation more effectively 

and satisfactorily than their usual methods?’ identifying if the patient-centred 

device works was critical.  Giangregorio and Thabane (2015 ) advise that a 

feasibility study is ‘pre-study research that is done to gather pieces of information 

to formulate the plan for the main study’ (p.129).  A plea for better definition has 

been reported in the literature, especially when compared to a pilot study (Arain et 

al., 2010). 

 

Gathering evidence associated with a new device can be challenging.  Such as, 

what is the best research design to implement, which will find real-world 

information.  This can lead to misunderstanding and confusion due to ambiguity 

and lack of clarity (Eldh et al., 2017).  Eldh et al. (2017) offer a sobering 

awareness of the paucity of examples for the research within this thesis.  Figure 

2.4 illustrates Scenario D as being the position where this research sat. 
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Figure 2.4: Clinical and implementation relationships (with permission from 

Eldh et al. 2017)) 

 

Scenario D (as shown by the twin minus signs) proposes that the evidence base 

for a clinical intervention has not been established and is thus considered weak.  

Furthermore, evidence for implementation is weak.   Therefore, deciding on the 

research design took time and deliberation.  However, there were examples to 

draw understanding.   Sokol (2017) for instance, investigated a new vaginal bowel 

control therapy by using it with 13 participants. This involved a vaginal insert and a 

pressure-regulated pump reducing faecal incontinence.  He emphasised that the 

study was not to provide rigorous outcome data related to the device, but rather it 

provided an opportunity to gather information for education, training, and future 
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research.  However, it is unclear if the study (Sokol, 2017) positioned itself as 

feasibility or a pilot study.   

 

Satisfying a randomised controlled trial (RCT) design is not appropriate in a newly 

developed device domain.  That is not to say it should not be exposed to an RCT 

in due course.  Notably, the early stages of medical device invention are dynamic, 

with twists and turns that may not always be predictable.  Thus, for this research, 

a pragmatic approach was taken since, in this instance, the patient-centred device 

had emerged from a real-world clinical problem.  The device’s invention lifted the 

lid on a world hidden from view, that being the suffering that women experience 

with rectal emptying difficulty.  Although it was not an entirely unknown issue, the 

subject matter has not fostered enough interest or attention within healthcare 

science.   Therefore, a non-traditional, pragmatic approach was used for this 

research, which provided insight for the clinician taking a real clinical problem and 

walking the road to discovery.   

2.6 Applying a metaphor 

The road of discovery lends itself to attributing a metaphor to the research journey, 

that of tapestry making, which helps to illustrate and improve coherence and 

texture. Metaphors are common in figurative speech (Genovesi, 2020), and 

everyday speech can be saturated with metaphor (Romano, 2017).  Bleakley’s 

(2017) definition of metaphor, a ‘link between two previously unconnected things, 

usually acting as a catalyst for a deeper understanding’ (p5), is helpful.  Metaphors 

have been used in academic writing to shed light on complex ideas in qualitative 

research (Carpenter, 2008). Although using a metaphor can sometimes confuse or 

distort, it can provide a much clearer understanding of what is happening when 
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used wisely.  Kelly (2011) advocates that metaphors add strength to reporting and 

advise that their use offers a co-existence between two different positions.  In this 

case, the tapestry-making metaphor helps to contribute to more profound meaning 

and make better sense of the problem.  Applying an identity to tapestry making, 

the tamping of the threads hides the vertical threads from view.  Thus, the warp 

can be likened to an inflexible healthcare system.  In contrast, the weft threads 

form the colours that gradually build-up to create the tapestry’s picture and 

represent the woman’s navigation through healthcare.  The tapestry can be more 

colourful on the back as this is usually far less exposed to sunlight.  Thus, lifting 

the lid on women’s experiences of rectal emptying difficulty reveals the suffering.  

Table 2.2 provides details of the concepts prevalent in the women’s lived 

experiences and how these can be applied to the tapestry metaphor.  This 

metaphor will be used throughout the thesis to help illustrate key points.  
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Table 2.2: Tapestry metaphor 

Concept  Metaphor 

The woman living with rectal 
emptying difficulty 

Tapestry (Mallory S, 2014) 

Women displaying composure 
attending a clinic 

Walking through a museum seeing a 
beautiful tapestry 

Enabling the woman to tell her story Challenging to understand the tapestry 
meaning and understand at first 

Unravelling of the women’s experience 
that may be hidden suffering 
 

A weft-faced plain weave with 
discontinuous wefts that conceal all its 
warps 
 

Navigating the healthcare system Warps and wefts together create the 
tapestry 

Women present at different ages, with 
different backstories  

Wefts come in different colours 
(collective).  The threads are individual 
but make up a whole 

Coping with the problem internally to 
enable facing the world 

Warps are hidden from view – the 
backbone and support the wefts 

Anxiety and low mood The backside of the tapestry is a 
jumble of thread, frayed and 
occasionally knotted  

The interconnectedness between the 
women who have used self-knowledge 
to cope 

The weave of individual threads 
making up the whole 

The researcher The weaver 

Getting inside and understanding the 
problem 

Works facing the back of the tapestry 

Seeking the solution  Designing the tapestry in the form of a 
painting or drawing 

Understanding the self-selected 
options of women (using fingers for 
rectal emptying) 

Tapestries are woven by hand for 
centuries 

Creating a patient-centred device Machine-woven tapestry innovation  

  

The research Framework 

Mixed methods approach  Loom to hold the tapestry 

 

2.7 Summary 

Chapter 2 has highlighted the interconnectedness of invention and innovation, and 

that developing an invention does not guarantee effective implementation via 
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innovation into healthcare practice.   However, recognising the researcher as 

being a ‘translator’ in bridging the gap.  To close the gap, nurses must make 

greater use of their profession, presenting a wealth of opportunities to detect and 

articulate clinical issues.   Complex clinical problems need to journey through a 

stepwise approach for planning, design and conduct, analysis, and reporting as 

advised by the MRC. Despite this approach, the non-traditional, pragmatic style 

used for this research recognises the need to understand the feasibility of use as 

a method to gain insight into the clinician taking a real clinical problem and walking 

the road of discovery.  Richer discovery, deeper meaning, and making better 

sense of the lived experience of the women with rectal emptying difficulty draws 

on a tapestry metaphor.  The next stage in this journey helps to contextualise the 

broader aspects of this clinical problem by focusing on what interventions women 

use for the management of rectal emptying difficulty secondary to obstructive 

defaecation via a scoping review and is reported in Chapter 3.  
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Chapter 3 Scoping Review 

3.1 Introduction 

What interventions are used by women for the management of rectal emptying 

difficulty due to obstructive defaecation, secondary to rectocele via a scoping 

review is addressed in this chapter.  Given the necessity to characterise and 

scope the interventions utilised by women, a scoping review was deemed more 

appropriate for this study than a systematic review. The systematic review aims to 

critically appraise and summarise the outcomes of available evidence (Munn et al., 

2018). The need to dig into the literature and weave together what is known about 

interventions, is like to the weaver facing the back of the tapestry to see what 

others may not see. The ability to discover a knowledge gap through facilitating 

attention to interventions is crucial to this understanding. As a result, this scoping 

review focuses on what interventions women take to manage rectal emptying 

problems. Since this research delves into uncharted region in terms of rectal 

health, it was crucial to expose what is known regarding interventions available.   

Identifying the health care initiated and self-initiated interventions used by women 

to manage rectal emptying difficulty used a scoping review approach by means of 

the Joanna Briggs Institute Scoping Review methodology (Peters et al., 2020).  

The protocol for this scoping review was published with Joanna Briggs Institute 

(JBI) Evidence Synthesis: 

Eustice S, James A, Endacott R, Kent B. Identifying the health care-initiated and 

self-initiated interventions used by women for the management of rectal emptying 

difficulty secondary to obstructive defaecation: a scoping review protocol. JBI Evid 

Synth. 2021 Feb;19(2):491-498. DOI: 10.11124/JBIES-20-00026. PMID: 

33027103. 
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3.2 Abstract 

Objective: This scoping review aimed to identify what interventions are used by 

women in the management of rectal emptying difficulty due to obstructive 

defaecation, secondary to rectocele. 

 

Introduction: Rectal emptying difficulty is typically a symptom of obstructive 

defaecation syndrome (ODS).  This review was necessary to increase 

understanding of what interventions are used by women.  Increasing 

understanding of these interventions will inform the development of a specific care 

pathway to support women living with rectal emptying difficulty. 

 

Inclusion criteria: This review considered studies that included adult women 

(over 18 years of age) living in the community who have experienced difficulty with 

rectal emptying and who have not had surgical intervention. Exclusion criteria 

included prolapse surgery and surgical techniques, oral laxatives, vaginal 

pessaries, cognitive impairment, pregnancy, and those residing in care homes. 

 

Methods: The databases searched include MEDLINE, EMBASE, CINAHL, 

PsycINFO, Emcare, AMED, Web of Science, Scopus, PROSPERO, Open Grey, 

ClinicalTrials.gov, International Clinical Trials Registry Platform Search Portal, UK 

Clinical Trials Gateway, International Standard Randomised Controlled Trial 

Number Registry, JBI Evidence Synthesis, Epistemonikos, Cochrane Library, and 

gray literature. Studies conducted in English from the initiation of the database to 

2019 were considered for inclusion. Two independent reviewers screened the full-

text articles for assessment against the inclusion criteria for the review.  Any 
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discrepancies were resolved via discussion.  The results were descriptively 

summarised.   

 

Results:  The search identified 3117 citations of which five studies met the 

eligibility criteria.  Three studies reported outcomes for biofeedback therapy, and 

two on pelvic floor rehabilitation.  The review concluded that two interventions 

were identified, which are healthcare initiated.  No self-initiated interventions were 

identified. 

 

Conclusions:  Whilst this scoping review identified two interventions used by 

women with ODS secondary to rectocele, limited research was available for this 

scoping review.  Although there is nothing new or innovative to add to current 

clinical delivery, this review offers a persuasive case for exploring innovation for 

women with rectal emptying difficulty due to ODS.        

3.3 Background 

Rectal emptying difficulty in women is typically a symptom of obstructive 

defaecation syndrome (ODS) (Sultan et al., 2016). ODS has been defined as the 

‘incomplete evacuation of fecal contents from the rectum, straining at stool and 

vaginal digitations’ (p.15) and is an overarching term to describe pelvic floor 

disorders (Sultan et al., 2016). Posterior compartment prolapse, one of these 

disorders, is a type of pelvic organ prolapse where the rectum herniates forward 

into the vagina (forming a rectocele), obstructing the rectal emptying of stools 

(Dimitriou et al., 2015). Rectal emptying difficulties occur in approximately one in 

10 women and this ratio can increase with age (Chatoor and Emmnauel, 2009). 

Prolapse of any kind in the vaginal vault can be a distressing long-term condition, 
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affecting approximately 40% of women over 50 years of age, equating to 4.6 

million women across the UK (Grimes and Lukacz, 2012, Hagen et al., 2014, 

Statistics, 2016). However, emerging opinion on women’s pelvic floor disorders 

identifies that this affects millions of women globally (Milsom and Gyhagen, 2019); 

for example, it is estimated that one in five women may require surgery for this 

problem by the age of 85 years (Milsom and Gyhagen, 2019). Although risk 

factors are known to be childbirth, multiparity, aging, and obesity, little is known 

about the histological causes (Grimes and Lukacz, 2012, De Landsheere et al., 

2013). 

 

The impact of rectal emptying difficulty on women is primarily unknown and it is 

commonly a hidden problem (Eustice et al., 2018). Women’s health seeking 

behaviour with this problem can be low (Neels et al., 2016).  However, women 

may present to their general practitioner (GP) with related symptoms such as 

constipation. Constipation is associated with a defaecatory disorder and is four 

times more likely to be found in women than men (Noelting et al., 2016).  Women 

with rectocele causing their rectal emptying difficulty may resort to digitally 

positioning the anatomy to align the rectum for passing stools (commonly known 

as digitation or splinting) (Sultan et al., 2016). A recent study identified that 56% of 

women with rectocele reported the need to use digitation to aid rectal emptying 

(Sung et al., 2012).  

Women’s self-management options are poorly understood and as such, impact on 

their quality of life is lacking. Despite the scope of the problem and its effects on 

women’s lives and health care, little attention has been paid to non-surgical 
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approaches (Douskos et al., 2017). Non-surgical approaches can include both 

health care–initiated and self-initiated interventions.  

Interventions that have been used for rectal emptying difficulty include self-initiated 

approaches, predominantly digitation or splinting, or health care–initiated 

approaches, such as suppositories, enemas, transanal irrigation, biofeedback 

(including pelvic floor muscle exercises), or electro-stimulation (Aigner et al., 2011, 

Starr et al., 2013, Cadeddu et al., 2015). Differences between the two types 

depend on whether the individual is the lead initiator of the intervention. For 

instance, self-initiated implies that the individual can promote health with or 

without the support of a health care provider (Narasimhan et al., 2019), whereas 

the health care initiated intervention, according to the World Health Organization, 

is ‘an act performed for, with or on behalf of a person or population whose 

purpose is to assess, improve, maintain, promote or modify health, functioning or 

health conditions’ (cited in Fortune et al. (2018) (World Health Organization, 

2017). Whilst this emphasizes differences to a certain extent, it does not consider 

the acceptability of an intervention, which is a crucial consideration in terms of 

adherence and achieving optimum outcomes (Sekhon et al., 2017). Interventions 

not incorporated in this review include oral laxative therapy, which is a familiar 

mainstay of primary care intervention for women who present with constipation 

(Bashir and Sizar, 2019) but has little effect on emptying the rectum where an 

anatomical defect is present (Podzemny et al., 2015). Other common interventions 

that primary care can advise or offer are vaginal support pessaries, which 

commonly do not help improve rectal emptying (Bugge et al., 2013). 

Consequently, such therapies are beyond the scope of this review. In pursuing a 

better understanding of what health care–initiated and self-initiated interventions 
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are used, a lens on the psychological impact of living with rectal emptying difficulty 

may emerge. The acceptability and usefulness of interventions are woven into 

how an individual manages anxiety or worry about their symptoms (Vrijens et al., 

2017). There is an increasing understanding of how bowel problems can affect the 

quality of life (McClurg et al., 2012), mainly related to body image (Jelovsek and 

Barber, 2006) and activities of daily living (Jelovsek et al., 2007). Problems with 

low self-esteem are also often identified during clinical consultations (Aujoulat et 

al., 2008). The relationship between a woman and personal bowel function 

appears to be a largely private affair, and it takes courage for some to discuss 

these concerns with health care professionals (Tucker et al., 2019). Fear and 

shame may lead women to find intuitive ways of managing their issues, such as 

digitation, without seeking a healthcare–initiated intervention. Digitation can be an 

uncomfortable process requiring good dexterity; it does not always work and can 

present additional problems with co-morbidities or increased age (Mustain, 2017). 

A preliminary search of PROSPERO, MEDLINE, the Cochrane Database of 

Systematic Reviews, and the JBI Evidence Synthesis was conducted and no 

current or in-progress scoping reviews or systematic reviews on the topic were 

identified. Strikingly, the literature was plentiful for diagnostic and surgical 

approaches (Douskos et al., 2017, Mustain, 2017), providing a sense check that 

intermediate care, between diagnostics and surgery is lacking (Brown and Grimes, 

2016, Giannini et al., 2018). This lack of intermediate care has financial impacts 

on health care and the economy, but also increases the burden on quality of life 

(Racaniello et al., 2015). This burden may be reduced by early identification of risk 

factors and easy access to nonsurgical, useful, and acceptable interventions. 

However, more needs to be known about the usefulness and acceptability of 
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interventions, which can translate into a meaningful non-surgical approach care 

pathway for rectal emptying difficulty due to ODS, secondary to rectocele.   

Even though a range of interventions is available, this review was necessary to 

increase understanding of which interventions are used and helpful to women with 

rectal emptying difficulty and to inform gaps in the knowledge base. 

3.4 Review question  

What health care–initiated and self-initiated interventions are used by women for 

the management of rectal emptying difficulty due to obstructive defaecation, 

secondary to rectocele? 

3.5 Inclusion criteria 

3.5.1  Participants 

This review considered studies that included adult women (over 18 years of age) 

experiencing difficulty with rectal emptying. Women with cognitive impairments, 

pregnant women, and those residing in care homes were excluded. 

 

Interventions not incorporated in this review are oral laxative therapy, a familiar 

mainstay of primary care intervention for women who present with constipation 

(Aujoulat et al., 2008) but has little effect on emptying the rectum where an 

anatomical defect is present (Tucker et al., 2019). Another common intervention 

that primary care can advise or offer is vaginal support pessaries, which do not help 

improve rectal emptying (Mustain, 2017).  Consequently, such therapies are beyond 

the scope of this review. 
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3.5.2 Concept 

The scoping review considered the concept of rectal emptying difficulties due to 

ODS secondary to rectocele, in adult females living in the community.  The review 

examined what self-initiated and health care–initiated interventions are used for 

rectal emptying difficulties due to ODS. Self-initiated interventions included 

digitation or splinting. Health care–initiated interventions included suppositories, 

enemas, transanal irrigation, biofeedback, or electro-stimulation. It is acknowledged 

that some of these interventions could be both self-initiated or health care initiated 

and relied on the clinical experience of the author team to determine the difference.  

3.5.3 Context  

This scoping review will consider studies that focus on adult women (over the age 

of 18 years) living in their own homes within the community.  

3.5.4 Types of sources 

This scoping review considered all sources of data including experimental and 

quasi-experimental study designs, such as randomized controlled trials, 

nonrandomized controlled trials, before and after studies, and interrupted time-

series studies, as well as observational type approaches.  Qualitative studies 

included phenomenology, grounded theory, ethnography, qualitative description, 

action research, and feminist research. In addition, analytical observational studies 

including prospective and retrospective cohort studies, case-control studies, and 

analytical cross-sectional studies will be considered for inclusion. This review also 

considered descriptive observational study designs including case series, 

individual case reports, and descriptive cross-sectional studies for inclusion. 

Literature was searched from the initiation of the database to present but limited to 

English only. 



48 
 

3.6 Methods 

The scoping review was conducted following JBI methodology (Munn et al., 2018) 

and reported using the PRISMA-ScR checklist (Tricco et al., 2018, Peters et al., 

2015).  Objectives, inclusion criteria, and methods for the scoping review were 

previously determined and detailed in a scoping review protocol (Eustice et al., 

2020).   

3.6.1 Search strategy 

The search strategy aimed to locate both published and unpublished studies. An 

initial limited search of MEDLINE, Embase, CINAHL, and PsycINFO was 

undertaken to identify articles on the topic. The text words contained in the titles 

and abstracts of relevant articles, and the index terms used to describe the articles 

were used to develop a complete search strategy.  The search strategy, including 

all identified keywords and index terms, was adapted for each included information 

source.  Full search strategies for all databases accessed are provided in 

Appendix 1.  For completeness, the databases were searched from the initiation of 

the database to 2019. The reference lists of all studies selected were screened for 

additional studies. 

The databases searched included MEDLINE (Ovid), EMBASE (Elsevier), CINAHL 

(EBSCO), PsycINFO (APA), Emcare (Ovid), AMED (Ovid), Web of Science 

(Thomson Reuters), Scopus (Elsevier), PROSPERO (NIHR), International Clinical 

Trials Registry Platform Search Portal (WHO), UK Clinical Trials Gateway (NIHR), 

International Standard Randomised Controlled Trial Number Registry (ISRCTN), 

JBI Evidence Synthesis, Epistemonikos (Epistemonikos Foundation), Cochrane 

Library (Wiley). Unpublished evidence and grey literature sources included Open 
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Grey, ClinicalTrials.gov, MedNar, and ProQuest Dissertations and Theses 

(ProQuest). 

3.6.2 Study selection 

Following the search, all identified citations were collated and uploaded into 

EndNote X7 (Clarivate Analytics, PA, USA) and duplicates (internal and external) 

were removed. The sources were then uploaded to RAYYAN systematic review 

software (Qatar Computing Research Institute, Doha, Qatar), facilitating the initial 

screening of abstracts and titles using a semi-automation process. Two 

independent reviewers screened the titles and abstracts for assessment against 

the inclusion criteria for the review. Potentially relevant studies were retrieved in 

total and their citation details were imported into the JBI System for the Unified 

Management, Assessment and Review of Information (JBI SUMARI; JBI, 

Adelaide, Australia) (Munn et al., 2019). The full text of selected citations was 

assessed in detail against the inclusion criteria by two independent reviewers. 

Full-text papers that did not meet the inclusion criteria were excluded and reasons 

for their exclusion are provided in Appendix 2.   Any disagreements between the 

reviewers were resolved through discussion or with a third reviewer. A third 

reviewer was not required.  

3.6.3 Data extraction 

Data were extracted from papers included in the scoping review by two 

independent reviewers using a data extraction tool developed for the review. The 

data extracted included specific details about the population, concept, context, 

study methods, and critical findings relevant to the review objective. The extraction 

table is provided in Appendix 3.  Modifications were not required.  Any 

disagreements that arose between the reviewers were resolved through 
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discussion. Contacting of authors of papers to request missing or additional data 

was needed.  Authors of eleven abstracts were contacted to request access to the 

entire paper.  Only one author replied to advise that the study did not go to 

complete publication (Aigner et al., 2011). 

3.6.4 Data analysis and presentation 

The extracted data are presented in diagrammatic or tabular form that aligns with 

the objective of this scoping review. A narrative summary accompanies the 

tabulated and/or charted results, describing how the results relate to the review’s 

objective and question. 

3.7 Results 

3.7.1 Study inclusion  

From May to July 2019, 4605 records were identified through database searches.  

No additional documents were identified through other sources.  One thousand, 

four hundred and eighty-eight duplicates were removed.  Two assessors reviewed 

the titles and abstracts of the remaining 3117 records, and 3087 were excluded.  

Thirty papers were assessed for eligibility, and 25 papers were excluded.  Seven 

papers were excluded because of the ineligible population, three papers because 

of inappropriate context (for example, not enough detail in the paper to address 

scoping review questions), and three papers due to concept (for example, no 

specific mention of rectal emptying difficulties).  The remaining 12 papers were 

excluded because 11 were no full papers available.  Eleven authors were 

contacted to retrieve the full-text paper, and the remaining study was reported on 

the clinical trials website only.  Therefore, five full-text articles are included in this 

scoping review (PRISMA flow chart Figure 3.1) (Moher et al., 2009) (Appendix 4).  
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Figure 3.1: Search results, study selection, and inclusion process in the 

scoping review 
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3.7.2 Characteristics of included studies  

Of the five studies included in this review, two were randomized clinical trials 

(Hagen et al., 2014, Wen et al., 2014), one was a prospective cohort design 

(Murad-Regadas et al., 2012), one retrospective (Starr et al., 2013) and one 

observational (Mimura et al., 2000).   The origin of the studies was the UK (Hagen 

et al., 2014, Mimura et al., 2000), Brazil (Murad-Regadas et al., 2012), China 

(Wen et al., 2014), and North America (Starr et al., 2013).  The oldest study dates 

to 2000 (Mimura et al., 2000).  A total of 1448 female participants were included in 

the studies.  Amongst the studies, 700 female participants had obstructive 

defaecation.  Detailed characteristics of the five included studies can be found in 

Appendix 4.  Three studies reported outcomes for biofeedback therapy (Murad-

Regadas et al., 2012, Mimura et al., 2000, Wen et al., 2014), and two on pelvic 

floor rehabilitation (Starr et al., 2013, Hagen et al., 2014). The mode of delivery for 

all interventions in the studies was face-to-face and delivered in an outpatient 

setting or specialist unit.  The intervention in four of the five studies was delivered 

by a specialist nurse, researcher, or physiotherapist.  One study did not include 

detail of the type of provider (Murad-Regadas et al., 2012).   

3.7.3 Review findings 

What health care–initiated and self-initiated interventions are used by 

women for the management of rectal emptying difficulty due to obstructive 

defaecation secondary to rectocele? 

The review considered what self-initiated and health care–initiated interventions 

are used for rectal emptying difficulties due to ODS.  The five studies aligned with 

a range of healthcare-initiated interventions (Table 3.1).  None of the studies 
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included a self-initiated approach.  However, participants implemented 

interventions within the study protocols.  

Table 3.1: Health care interventions identified within included scoping 

review papers 

Interventions Study 

Biofeedback therapy Mimura T et al. 2000 (Mimura et al., 2000)  

Murad-Regadas SM et al. 2012 (Murad-Regadas 

et al., 2012)  

Wen N-R et al. 2014 (Wen et al., 2014) 

Pelvic floor rehabilitation Hagen S et al. 2014 (Hagen et al., 2014) 

Starr JA et al. 2013 (Starr et al., 2013) 

 

3.7.3.1 Biofeedback Therapy 

Biofeedback therapy is ‘an instrument-based learning process that is based on 

‘operant conditioning’ techniques’ (p.595) (Rao et al., 2015), and the way it works 

is not fully understood.  The three studies investigating biofeedback therapy used 

anorectal manometry as a core component, which involves active participation 

from patients to understand their bodily functions.   

In an observational study by Mimura et al. (2000), biofeedback was offered to 32 

participants who were bothered by rectal emptying difficulty.  A biofeedback 

specialist nurse in an outpatient setting provided the intervention every two to 

three weeks, usually for four or five sessions.  Using a structured questionnaire 

before, immediately after treatment, and at follow-up, the study identified three out 

of 25 patients experienced complete resolution of symptoms, followed by 22 

patients noticing improvement in their symptoms.  The proportion of patients who 

had to strain, experienced incomplete evacuation, used digital assistance or took 
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a laxative all reduced.  None of these reductions, however, were statistically 

significant.  Seven patients were lost at medium-term follow-up due to no contact.   

In a prospective study, Murad-Regadas et al. (2012) describe the biofeedback 

therapy in most detail, which involves placing a catheter into the rectum and 

asking the participant to complete several manoeuvres while they watch the 

results of their effort on a screen (Murad-Regadas et al., 2012).  The study 

involved 103 participants who were provided with visual and verbal feedback as 

part of this intervention.  In addition to the core component of biofeedback, fibre 

supplementation and increased fluid intake were included (Murad-Regadas et al., 

2012). The participants received clinical treatment for three months and were then 

assigned to one of three treatment groups.  Group 1 included 34 participants 

exposed to clinical management only; in Group 2, 14 participants were exposed to 

the biofeedback, and 55 participants in Group 3 were progressed for surgery. 

Thirty-three per cent of Group 1 improved without biofeedback and in Group 2, 

13.6% improved with additional biofeedback therapy.   

In a randomised controlled trial, Wen et al., (2014) compared the quality-of-life 

scores in 88 participants diagnosed with obstructive defaecation, allocating them 

to a biofeedback therapy or oral polyethylene glycol management group.  

Participants were allocated by computerised randomisation to biofeedback therapy 

(n=44) or PEG (n=44) groups.  The biofeedback therapy group were exposed to 

five weeks of 30 minutes training sessions within a general surgical department.  

Improvement of symptoms was achieved for 79.54% of patients in the biofeedback 

group.    
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3.7.3.2  Pelvic floor muscle rehabilitation 

Pelvic floor muscle rehabilitation includes the exercise of the muscle to maximise 

endurance, strength, and relaxation (Bo et al., 2017a).  Two studies focused on 

pelvic floor muscle exercises (Starr et al., 2013, Hagen et al., 2014).  In their 

randomised controlled, multicentre study, Hagen et al. (2014) sought to determine 

the effectiveness of one-to-one individualised pelvic floor muscle training for 

reducing prolapse symptoms in 447 participants.  Participants were randomised to 

the intervention group (n=225) or the control group (n=222), with a mean age of 

56·8 years.  Over 16 weeks, the intervention group was invited to five one-on-one 

consultations with a women's health physiotherapist for pelvic floor muscle 

training.  The physiotherapist planned an individualised home exercise programme 

based on examination findings.  The control group received a prolapse lifestyle 

advice leaflet and no pelvic floor muscle training (standard approach).  At six and 

12 months, women in the intervention group reported more improvement in 

prolapse symptoms than those in the control group. After six months of muscle 

exercises, the intervention group had a lower prevalence of each specific prolapse 

symptom and bladder, bowel, and sexual problems and a better quality of life. 

Starr et al. (2013), in their retrospective study of 778 records, aimed to determine 

the efficacy of pelvic floor rehabilitation for women with pelvic floor dysfunction.  

The records were of participants referred for pelvic floor therapy for urinary, bowel, 

pelvic pain, and sexual symptoms over four years.  The participants attended five 

therapy sessions (one every two weeks) provided by urogynaecology advanced 

practice nurses in an outpatient setting.  Participants completed symptom 

questionnaires from their second to final visit.  In each of the three categories of 

symptoms studied, there was an average symptom improvement of 80% (urinary 
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incontinence, defaecatory dysfunction, and pelvic pain). Defaecatory dysfunction 

(rectal emptying difficulty) showed significant improvement at the second and third 

sessions, but not after that. 

3.8 Discussion 

This scoping review aimed to identify what health care initiated and self-initiated 

interventions are used by women to manage rectal emptying difficulty due to 

obstructive defaecation secondary to rectocele.  Two health-care-initiated 

interventions have been identified.  However, self-initiated interventions were not 

identified.  Although the five studies reviewed do not add anything new, it does 

offer reassurance for clinical practice. Only one of the studies included detail on 

the quality of life (Hagen et al., 2014, p.801) using the International Consultation 

on Incontinence Questionnaire Urinary Incontinence Short Form (ICIQ-UI SF), 

which found women experienced improvement at six months of intervention, but 

not at 12 months.  This questionnaire measures the frequency, severity, and 

impact of symptoms on quality of life.  The variance in scores between six and 12 

months is unexplained, perhaps influenced by shifting life experiences and 

perceptions and thus, symptoms have less priority.   

 

Three of the five studies reviewed focused on biofeedback therapy, which 

suggested improvement in symptoms.  Biofeedback therapy has been an integral 

intervention for many years and definitions of what it entails have been varied 

(Abrams, 2017).  Usually implemented by therapists, it can be provided to 

children, women, and men for a range of pelvic floor disorders (Hite and Curran, 

2020).  Whilst the studies for biofeedback therapy involved using anorectal 

manometry as a core component, this is not always necessary.  Regardless of 
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that, having access to biofeedback therapy may be out of reach for some women.  

Out of reach because primary care may not refer them onwards, or there is a lack 

of suitably trained health care professionals or women who accept their symptoms 

and do not seek help (Heidelbaugh et al., 2021).  Additional challenges for 

biofeedback therapy intervention are low adherence once women reach 

biofeedback therapy.  For instance, Lepage et al. (2020) identified 68% of women 

at their Medical Centre in the United States did not complete their therapy. 

However, the majority did not have insurance.  Therefore, finance was a key 

influencing factor.  It is unknown about the adherence level in non-insurance-

based health care systems.  Despite biofeedback therapy resulting in positive 

outcomes, the availability of therapy, access and adherence are crucial factors for 

individual health gain (Narayanan and Bharucha, 2019).      

 

Pelvic floor muscle rehabilitation has a wealth of evidence to support its position 

within the clinician or therapist’s toolkit of options to offer women (Abrams, 2017).  

The results from the two studies are not unexpected given what is already known, 

especially concerning urinary incontinence (NICE, 2019).  The studies reported 

improvement in prolapse symptoms and suggested that individualised instruction 

on pelvic floor muscle exercises yields more benefit than a standard approach 

(Hagen et al., 2014, Starr et al., 2013).  Promisingly, the inclusion of women with 

obstructive defaecation within the study groups is encouraging and reinforces the 

opportunity to include pelvic floor muscle rehabilitation in caring for women with 

rectal emptying difficulty. Given the prevalence of pelvic floor disorders (Statistics, 

2016) in women, equipping enough clinicians with knowledge and skill to deliver 

treatment is essential for timely access to care.  Addressing this concern is a 
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randomised controlled trial (Waterfield et al., 2021) investigating 240 women 

allocated to a primary care nurse, urogynecology specialist nurse for pelvic floor 

muscle exercises, or a control group (no exercises). The participants in the two 

intervention groups experienced similar symptom improvement.  Therefore, it 

seems possible to train more clinicians for providing pelvic floor muscle therapy to 

their patients.  

A significant limitation of this scoping review is the small number of published 

papers available for review, despite searching 15 databases.  Unfortunately, 11 

abstracts were not available to review despite contact with all the authors, thus 

restricting access to complete information and the opportunity to examine other 

interventions.  Other interventions that did not reach included studies for this 

scoping review are trans-anal irrigation (Aigner et al., 2011), sacral nerve 

stimulation (Proctor, 2016), digitation procedure (Haiying, 2014), and Botulinum A 

toxin (Botox®) therapy (Gurland, 2018).  These interventions may be useful 

interventions for women with rectal emptying difficulty but remain unclear. 

3.9 Conclusions 

This scoping review set out to identify what health care–initiated and self-initiated 

interventions are used by women to manage rectal emptying due to ODS, 

secondary to rectocele.  Overall, two health-care-initiated interventions, 

biofeedback therapy, and pelvic floor muscle rehabilitation were identified.  No 

self-initiated interventions were identified in this review.  Whilst the interventions 

identified are used by and appear to help women with ODS.  The findings are 

limited because other interventions exist but are not included in the review.  

Reassuringly these two interventions already feature within the toolkit of 
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conservative measures for clinicians.  Although there is nothing new or innovative 

to add to current clinical delivery, this review offers a persuasive case for exploring 

further interventions, identifying a knowledge gap and innovations for women with 

rectal emptying difficulty due to ODS.        

 

Recommendations for research 

Future primary research is recommended to explore potential innovations for 

rectal emptying difficulty to add to the range of interventions that are already 

available and known to work.  As per guidance, this scoping review did not assess 

the quality of the included studies.  Therefore, the future methodological quality of 

studies for rectal emptying interventions will require assessment.  If not of high 

quality, more high-quality studies will need to be conducted.  Furthermore, future 

studies need to ensure consistent definitions and similar primary outcomes.  

Chapter 10 offers further recommendation. 

 

Recommendations for practice  

Building on existing care pathways to support women living with rectal emptying 

difficulty due to obstructive defaecation syndrome secondary to rectocele is 

recommended.  The findings so far can reassure clinicians to offer the identified 

interventions as part of a pathway for women seen in their care with rectal 

emptying difficulty.  It is possible to increase the quality of care by broadening the 

range of therapies available for women. Chapter 10 offers further 

recommendation. 
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3.10  Summary 

This chapter has concentrated on what interventions women use for the 

management of rectal emptying difficulty using scoping review methodology.  Like 

the tapestry weaver, there is now a better view of the work’s backbone, exposing 

some knowledge regarding interventions available and appreciating a knowledge 

gap.  At this point, the positioning for the research journey (Chapter 1), against the 

backdrop of innovation and invention (Chapter 2), findings from the scoping 

review, along with the experiential learning and knowledge of the researcher 

(whilst also being the inventor and a clinician) are ideally situated to envisage a 

preliminary conceptual framework.  Chapter 4 helps to explain how bowel mastery 

can be accomplished by examining the theories of social learning, self-efficacy, 

and coping behaviour; and determines how a preliminary conceptual framework 

offers a foundation for further discovery.   
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Chapter 4 Theoretical position 

4.1 Introduction 

In this chapter the positioning of three theories will be the focus, to deepen 

understanding of how bowel mastery is accomplished.  The relationship between 

social learning, self-efficacy, and coping behaviour is examined.  Appreciation of 

how women currently cope with rectal emptying difficulty is facilitated by seeking 

explanation via these theories to help understand their lived experience.  In turn, 

this drives the development of a preliminary conceptual framework, which offers a 

foundation for what has been discovered so far and what further discovery is 

needed along this research journey.  Just as a weaver paves the way to design 

their tapestry, a conceptual framework can assist with providing clarity and 

direction for the study (Varpio et al., 2020).  The distinction between the 

conceptual framework and a theoretical framework has often been misunderstood 

and underused in research work (Leshem and Trafford, 2007).  Deliberations by 

several authors across almost two decades (Varpio et al., 2020, Maxwell, 2013, 

Green, 2014, Leshem and Trafford, 2007, Miles and Huberman, 1994) concur that 

the conceptual framework should visually validate why the research is essential, 

positioning the knowledge gap and what contribution the research makes.  In 

other words, to furnish the thesis with coherence.  This is in contrast to the 

theoretical framework, which differs by being a ‘reflection of the work the 

researcher engages in’ (p.990) (Varpio et al., 2020).  For this thesis, the 

conceptual framework is suitable.  Given the intricacy of the problem being studied 

and its unchartered ground, the conceptual framework provides a visual approach 

to where the study has come from and where it is going and illustrates the gap in 
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knowledge.  This chapter will explain how the concepts derived in the previous 

chapters have shaped the framework.  

4.2  Theoretical positioning 

Understanding and unravelling thoughts about this research and how it aligns with 

a philosophical stance has required the researcher to take a step back from the 

daily grind of life to witness the art of living.  The art of living is grounded in the 

Stoic tradition (Baltzly, 2018), which postulates that choice and control are within 

our grasp.  A challenge of life recognises that we hold the gift to make choices and 

be in control.  Many of us, including the patients seen in a clinical setting, 

especially the women with bowel dysfunction, struggle to take control, leading to 

frustration, despondency, and anger (Mussell et al., 2008).  A sense of balance 

between mind, body, and spirit is suggested to be necessary to take control and 

hence perceive a better quality of life, even if a disability exists (Cieza et al., 

2018).  Thus, if we fully understand our power for having control and maximising 

our wellbeing, it could be argued that poor health might decline where choice and 

control are impeded.  Merleau-Ponty’s contribution that the body and mind are 

connected and perceiving that the two can be separated is not possible continues 

to be influential (Merleau-Ponty, 1945).  The lived body is suggested to bond 

awareness and perception with the world (de Vignemont, 2018).        

 

Physical symptoms and their influence on mental wellbeing are becoming more 

understood through societal recognition (Naylor et al., 2016).  Society and 

healthcare delivery have tended to require visible evidence of ill-health and only 

then fix the fixable.  Therefore, non-visible symptoms e.g., anxiety, stress, pain, 

and other hidden ailments, yield less attention, if at all.  Mental wellbeing and 
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associated illness are having their profile raised, primarily due to celebrity 

influence (MIND, 2021).  Furthermore, social media platforms can legitimise 

sharing of feelings that may be easier for some people to manage.  Even so, there 

remains a raft of physical symptoms that remain not discussed or spoken of, 

especially those related to dealing with intimate bodily functions.  Consider the 

common trait for many people to only defaecate in their toilet at home.  It is an 

understandable, yet bewildering, human trait that prevents some people from 

emptying their rectums in public, school, or friends’ toilets.  The reasons for such 

behaviour can be complicated to articulate because it is so different from urinating 

in public, school, or friends’ toilets, which is deemed acceptable for most.  A rare 

insight into using lay language with bladder health and function identifies its 

divergence from medical terminology (Williams et al., 2020).  For example, the 

term ‘urgency’ is a recognised medical term (Fall et al., 2002, p.168), which an 

individual may identify as ‘having to dash to the toilet’. Thus, highlighting the 

challenges of a shared understanding of symptoms and what they represent for 

the individual to avoid misunderstandings, which may arise when the description 

of the problem is not easy for some people to articulate.   

 

Reflecting further on bowel function psychology (Chapter 1), an additional 

complication woven into the fabric of our psyche is the phenomenon of disgust 

(Darwin, 1872) when talking about bodily functions. Disgust is an emotion felt by 

all, either moral or visceral (Jones, 2007).  Moral disgust may elicit feelings in 

some people towards a homeless person.  In contrast, visceral disgust might 

trigger a response of retching or gag to a smell, faeces, vomit, or such.  Although 

this seems quite a simple concept, disgust can affect moral judgments and, thus, 
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behaviours and actions, a primal emotion woven throughout cultures (Curtis and 

Biran, 2001).  On the contrary, disgust can be protective.  Protecting the body from 

repellent food, so retching is the body’s way of expelling a toxin.  Current 

marketing portrays products for feminine hygiene as fresh, clean, or discreet 

(Jenkins et al., 2018), appealing to the need for sanitisation and cloaking the 

reality of human messiness.  Of interest is the point at which one's bodily waste 

becomes disgusting.  Whilst within the body, it does not elicit feelings of disgust, 

once it becomes external and can be seen outside the body, it may manifest this 

emotion of disgust (Rozin and Fallon, 1987).   

4.3 Chronology of bowel mastery  

Selecting an analytical lens for the research required much thought and probing of 

the literature (Dipper et al., 2021).  Unsurprisingly, this was not straightforward 

given the unchartered territory of the research.  The research draws upon three 

theoretical positions that stretch across a chronology of bowel mastery (Figure 

4.1).   
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Figure 4.1: Bowel mastery linked to theory 

 

Figure 4.1 illustrates interactions or cogs of the wheels driving a lived experience 

from childhood into adulthood.  Selecting only one theoretical position does not do 

justice to the situations’ complexity, and thus multiple lenses were required.  The 

most closely aligned theories are social learning theory, self-efficacy, and coping 

behaviour, which intervene and are possibly symbiotic.  Children exposed to, and 

taught toilet training behaviour draw on social learning theory (Bandura, 1977b).  

Albert Bandura was an American psychologist who built on previous thinking 

(Iversen, 1992) that children can learn through imitating and rehearsing 

behaviours from others, especially their parents or carers.  Active learning in this 

context requires specific elements, such as cognition, observation, environment, 

and reinforcement.  Positive behaviour towards toileting requires role models to 
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help reduce the risk of a negative attitude with faecal matter.  How early 

experience of toileting influences individuals to seek or not seek help for a bowel 

problem in adulthood is not evident.  Although social learning theory is applicable 

into adulthood, it is uncommon for healthcare professionals to ask about childhood 

experiences in clinical settings.    According to Hughes’ et al. (2017) systematic 

review, multiple adverse child events could influence health conditions throughout 

life.  Although toilet training experience mainly falls outside the seriousness of 

adverse child events, the potential to enhance clinical enquiry deserves further 

attention.   

 

The impact on self-efficacy may shape the ability to cope with healthcare issues.    

If low self-efficacy exists, this may influence the ability to manage well.  With a 

stronger perceived self-efficacy, the increased likelihood of approaching the 

problem with positive behaviour is possible.  So determined by self-efficacy, how 

well a person can cope with an obstacle, trauma, or adverse experiences is 

important (Holloway and Watson, 2002). 

4.3.1 Social learning theory 

The chronology begins with children being exposed to and taught toileting training 

behaviours (Bandura, 1977b).  Social learning theory can also be traced back to 

work by Akers (2013) in the field of criminal or deviant behaviour. Bandura applies 

the theory to non-criminal or conforming behaviours, and he proposes that 

children are exposed to four processes: attention, retention, reproduction, and 

motivation, which facilitate behaviour.  In the context of toilet training, the child 

copies a sibling or parent with going to the toilet.  Thus, the child’s attention is 

seized.  Next, the child needs to remember or retain the information, followed by 
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replicating or reproducing the behaviour.  Finally, the child needs the will or 

motivation to continue the behaviour.  Woven through this may be rewards and 

punishments, depending on parental styles.  Although this theory illustrates a 

sense of simplicity and appears to be centred on observation, cognition such as 

thoughts and feelings can also shape the experience.  Mainly, social learning 

theory helps to give insight into how children can develop the social skill for 

toileting.  However, the complexity of child development can extend beyond the 

reaches of social learning theory.  One of its criticisms is the reliance on others 

(family and friends) to adapt a behaviour (Wortley et al., 2008).   

 

As in what the child observes, positive role models for toileting training may help 

reduce the risk of a negative attitude towards faecal matter (van Nunen et al., 

2015).  Although not fully understood, this early experience might influence how 

people seek help for a bowel problem in adulthood.  The early experience draws 

on toilet training methods implemented by parents, who are considered integral to 

helping their children master bodily function, which is a complex process, usually 

by the age of four or five years.  Methods of training the child to use the toilet have 

varied over the last century, predominantly fostering two approaches, grounded in 

the early works of paediatricians and psychologists.  One approach is child-led 

(relying on the readiness of physiological and behavioural factors) (Brazelton, 

1962) and the other is parent-led (Azrin and Foxx, 1974). The parent-led approach 

relies on when the parent believes it to be the right time to begin toilet training, 

which can be influenced by their own experience, social factors, and culture. Much 

has been written about toilet training, especially in the 1970s (Azrin and Foxx, 

1974).  However, there is minimal evidence to indicate what method works best 
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(Vermandel et al., 2008). Whatever approach is taken, the parent is crucial in toilet 

training for their child.  Of course, most of this is postulated on the child not having 

any additional needs (for example, autism, language and speech problems, Down 

syndrome, cerebral palsy, and attention deficit disorder) (Greenspan et al., 1998).  

Children with an additional need should still be exposed to toilet training 

opportunities, although it is recognised that the process can take longer 

(Richardson and Rogers, 2017).  

 

Parents whose children have toileting problems may not access help or advice 

with or without an additional need.  In a cross-sectional study within a semi-rural 

part of Nigeria, 200 caregivers who attended a paediatric outpatient clinic were 

recruited and invited to complete a questionnaire.  Of these, 31% reported their 

children as having a bladder or bowel problem, but only 24% of them sought help.  

Fifty-two percent of the caregivers were men and ethnicity or educational 

attainment were not noted to be factors (Lawal et al., 2019). In contrast, a 

European study recruiting 2000 parents was also invited to complete a 

questionnaire, suggesting that mothers with higher educational attainment were 

more likely to toilet train their children before entering nursery or school (van 

Nunen et al., 2015).  Cultural differences of these cross-sectional studies mean 

that the findings may not be generalisable to the population of the United 

Kingdom.  They thus will influence interpretation (Uzun, 2020) and needs 

cautionary reading.    

 

Negative consequences of delayed toilet training can include hygiene problems in 

the nursery or school, and unpleasantness for the child.  Whether or not a delay in 
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toilet training can harm bladder and bowel function during childhood is not fully 

understood (Wu, 2010).  Netto et al. (2021) investigated associated factors with 

delay in toilet training by administering questionnaires to 372 parents in South 

America.  Most parents used a child-led approach and the children (both boys and 

girls) achieved toilet training by an average of 2.5 years.  Association with bladder 

or bowel dysfunction was not identified despite age at toilet training.  However, 

most children were trained before 36 months (n=291) compared to 73 children 

older than 36 months.  Previous to this study, a systematic review that meta-

analysed ten papers with 24,121 participants (aged between 5 and 17), found that 

earlier toilet training can reduce the onset of lower urinary tract dysfunction (Li et 

al., 2020).  However, very little has been written about the impact of toileting 

training on bowel dysfunction.   Taubman et al. (2003) offer some insight into the 

children who stool withhold, hide to defaecate or display toilet refusal and the 

associated challenges, such as constipation.  They found that children who hide 

their stool were exposed to toilet training a few months later than non-hiding 

children.  It is unknown what impact delayed toilet training has on behaviour in 

adulthood (Uzun, 2020). 

4.3.2 Self-efficacy 

Following on in the chronology of bowel mastery is self-efficacy.  Bandura extends 

his work on social learning theory and postulates the position of self-efficacy as an 

important construct in understanding human behaviour (Bandura, 1977b).  

Although self-efficacy is commonly discussed in the social psychology literature, it 

is not commonplace in everyday language.  Thus, it can be challenging to explain 

what it is or is not.  Self-efficacy is suggested to be a belief in one’s capability to 

complete a task or action (Williams and Rhodes, 2016).  Closely related, but easily 



70 
 

confused, is self-esteem, commonly used in everyday language, the perception of 

negativity or positivity towards oneself (Cast and Burke, 2002).  In the context of 

this research, self-efficacy theory has a closer match when investigating lived 

experience.  Bandura (1977a) believes that if low self-efficacy exists, this may 

accompany an inability to cope well.  Hence implying that a strongly perceived 

self-efficacy may lead to an increased likelihood of approaching a problem with 

positive behaviour.  However, self-efficacy does not stand alone as a concept. 

 

According to some authors, self-efficacy is interwoven with ‘perceived behavioural 

control’, which is the ease or difficulty of performing a behaviour (Ajzen, 2002, 

Yang et al., 2020).  Their analysis of perceived behavioural control is applied as 

an overarching concept, with self-efficacy and controllability as subordinate 

concepts.  Nevertheless, these concepts are critical to understanding how a 

person uses internal and external factors influencing their behaviour.  Interpreting 

this into the real world suggests that perceived behavioural control is the ability to 

perform something, underpinned by the ease or difficulty of performing (self-

efficacy) and the belief in one’s ability to perform (controllability) (Rodgers et al., 

2008).  However, this proposition can be refuted when introducing the concept of 

perceived difficulty (Trafimow et al., 2002).  These authors suggest that perceived 

control and perceived difficulty are two separate paradigms.  That said, whatever 

the paradigm, self-efficacy can be viewed as integral to both.  A further 

understanding is offered by Povey et al. (2000), who suggest that self-efficacy and 

perceived control have different influences on healthy eating in their questionnaire 

study of 287 members of the general public. They identified that self-efficacy was 

influenced by knowledge and motivation, and superior to perceived control in 
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changing behaviour.  Furthermore, a study by Keefer et al. (2010) explored the 

role of self-efficacy in determining treatment outcomes in a convenience sample of 

122 people with inflammatory bowel disease using validated questionnaires.  Their 

findings suggest that, despite the range of symptoms experienced, the perception 

of self-efficacy was a determining factor in achieving treatment outcomes.  These 

studies reflect a common element of self-talk in that ‘I can do….’ and thus could be 

considered a proxy for motivation (Williams and Rhodes, 2016).  Critiques of self-

efficacy theory have populated the literature over the years and there continues to 

be an exploration of the dynamics of self-efficacy (Yeo and Neal, 2013). That is 

not to say that the concept of self-efficacy is being sabotaged.  Merely new 

thinking is attempting to expand its understanding.  Therefore, self-efficacy 

remains important and vital to the chronology of bowel mastery.    

4.3.3 Coping behaviour 

The final cog in the chronology wheel for bowel mastery is coping behaviour.  

Coping behaviour has been richly emphasised within the work of Lazarus and his 

colleagues (Lazarus, 1993, Lazarus and Folkman, 1987).  Their pioneering work 

suggests that coping behaviour is determined by self-efficacy.  In other words, 

how well a person can cope with an obstacle, trauma, or adverse experience is 

predicated by their confidence.   There have been minimal claims to refute this 

theory, and although the work of Krohne (2002) has offered reinterpretation, the 

views of Lazarus (1993) remain prominent.  Coping strategies have been studied 

over several decades (Holahan and Moos, 1986, Trew, 2011).  However, a recent 

interpretation of coping has emerged which offers a supplementary intuitive 

perspective and may resonate more with contemporary life, as portrayed by 

Stallman (2020).  Stallman’s work draws on Skinner et al. (2003), their seven-step 
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criteria for a functional approach to reducing distress.  Skinner et al. (2003) offer a 

continuum of actions consisting of healthy environments, responsive parenting, a 

sense of belonging, healthy behaviours, coping, resilience, and treatment of 

illness.  Stallman (2020) takes this work further by conceptualising healthy and 

unhealthy behaviours, which provides accessible clarification.  For instance, her 

categories of self-soothing, activities, social and professional support describe 

healthy and unhealthy behaviours within each category.   Therefore, integration 

with traditional healthcare models is more likely to be accepted and utilised.   

Uncovering women’s hidden, unspoken stories might also benefit from a patient-

focused theoretical framework focusing on stress and coping.  Furthermore, 

theories that compliment the implementation of evidence into practice are of 

particular interest.  Chosen theories in this research (social learning, self-efficacy, 

and coping behaviour) required likeness to the project aspirations and align 

intuitively to the characteristics of the women being studied.  Characteristics 

include the concept of stress and coping.   Women with bowel problems must find 

ways to cope, searching for solutions (or not) to make everyday life bearable and 

comfortable.  The concept of coping is something known to each of us in various 

contexts.  These contexts can comprise the interplay of emotions, self-awareness, 

and strength of character and are likely to influence how each person interacts 

with the stressor.   This interplay has been illuminated within two frameworks that 

promise more profound understanding (Lazarus and Folkman, 1987, Roth and 

Cohen, 1986). 

 

The first of these frameworks centres on dealing with stress, which tends to avoid 

or approach a situation (Roth and Cohen, 1986).  In this model, a stressor is direct 
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or indirect for the individual, challenging norms, and comfort.  Therefore, personal 

resilience may influence the natural state of avoiding the stressor or approaching 

it.  Applying this to experiencing a rectocele that fails to empty stool effectively, 

causing discomfort, the woman may be forced to consider ways to deal with it.  

Dealing with it may include accessing healthcare (e.g., General Practitioner) to 

seek information and understanding; and implementing digitation.  Both ways of 

dealing with the problem suggest an approaching style, according to Roth and 

Cohen (1986).  Whereas trying to ignore it, using indirect strategies (laxatives, 

more toileting visits) implies an avoidance style (Bauer et al., 2016).  Roth and 

Cohen (1986) advise that there are consequences to each approach.  Both can 

offer benefits but with risks.  However, the model is not a precise solution for 

understanding it all.  Women may shift between the two states depending on 

situational factors, such as social and intimate relationships.     

 

The second, closely linked framework, is of cognitive appraisal and coping 

(Lazarus and Folkman, 1987).  In this instance, the individual interprets the 

stressor (primary appraisal) and determines its relevance (secondary appraisal).  

Stress occurs when there is a threat or challenge, and resources are insufficient to 

manage it.  Coping in this situation is suggested to be emotion or problem-focused 

to help overcome the stressor.  Reappraisal occurs at different points in time to 

pace and learn.     

 

Coping is a necessary internal process that all humans experience, across a 

continuum of minor annoyances in everyday life to catastrophic events (Hoyt et al., 

2016).  Within the literature, authors have deconstructed and dissected the 
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concept of coping with varying perceptions, attempting to make sense of this most 

complex of domains (Stallman, 2020).  Coping strategies have been studied in 

multiple health care conditions, such as menopause (Simpson, 2016) and 

coronary heart disease (Endler, 2001).  During 2020, coping strategies were 

brought into sharp focus because of the COVID-19 global pandemic (Park et al., 

2021).   Despite an unfortunate and devastating experience for human life, the 

fresh emergence of mental wellbeing may be an unintended benefit.   

 

The convergence of the three theories (social learning, self-efficacy, and coping 

behaviour) helps to guide attention to the broader story of women with rectal 

emptying difficulty.  As Powner (2014) eloquently suggests ‘Theories are 

simplifications of reality’ (p.22).  The theories have a positive relationship and may 

help explain the meaning, nature, and challenges facing women and device 

implementation success.  Applying a lens across three theories could be likened to 

theory triangulation because each theory offers a different perspective along a 

timeline from child to adulthood.  Several approaches to triangulation exist (Rugg, 

2010), including data, methods, and investigator.  Origins of triangulation reached 

back to mathematics and were evolved into sociological methodology in the 

1970s, predominantly by the work of Denzin (2012).  Application of theory 

triangulation has been seen within the interpretation of data (Turner and Turner, 

2009).  However, in the context of this research challenges for women with rectal 

emptying difficulty are multi-dimensional.  Thus, one theory does not appear to do 

justice, so a combined relationship fits better.    However, the ongoing journey 

beyond this research will reveal complexities and implementation into clinical 
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practice that truly makes a difference.   In addition, the theoretical position has 

aided the development of a preliminary conceptual framework. 

4.4 Development of a Preliminary Conceptual Framework 

As previously detailed in Chapters 1, 2, and 3, the research focuses its inquiry on 

using a patient-centred device to help women who have rectal emptying difficulty 

due to obstructive defaecation secondary to rectocele, manage their symptoms 

more effectively and satisfactorily than their usual methods.  Additionally, the 

research aims to improve understanding of the lived experience for women who 

face this problem. Setting the development of the framework at this juncture in the 

thesis draws on the theoretical position for the study, the scoping review, and the 

experiential learning and knowledge of the researcher (who is also the inventor 

and a clinician).   

 

Beginning to build a conceptual framework can be challenging and daunting.  

Whilst there is a developing opinion on how to do this (Green, 2014, Maxwell, 

2013, Miles and Huberman, 1994), the researcher is still required to muster depth 

of thinking and decision making on what is essential for their work.  Considered an 

indispensable feature in a thesis (Adom et al., 2018), the conceptual framework 

aims to lift the quality of research and provide a window into constructs to be 

studied.  For this study, a concept map was produced (Appendix 5) which 

provided a picture to highlight the range of factors that women can encounter.  

From there, a framework emerged and was developed (Figure 4.2), which is a 

visual capture of the woman’s linear journey.  As previously explored, role 

modelling for toileting training in childhood, an individual's belief system in looking 

after themselves, and how coping with adverse situations help elaborate the 
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complexity of bowel function.  Thus, revealing the complexity of what can seem a 

simple fact of human life.   

 

 

Figure 4.2: Bowel Mastery Conceptual Framework  

 

4.5 Central concepts of the conceptual framework  

The central concepts are both intrinsic and extrinsic.  Intrinsically, the journey 

involves the lived experience from childhood to adulthood, in the context of 

mastering bowel health, drawing on social learning and self-efficacy theories 

(Bandura, 1977b, Bandura, 1977a).  Furthermore, it also involves how women 

cope with rectal emptying difficulty in adult life, and how this is difficult to untangle 

from their previous life experiences and thus can influence the coping strategies 

they adopt (Lazarus, 1993).  Extrinsically, wrapping around and supporting these 

concepts are the interventions that women may access or be signposted to via the 
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contribution of healthcare experience.  However, this contribution can motivate 

innovative practice, striving to do better for those in our care.  Achievement of 

bowel mastery is a lifelong skill, therefore the ‘bookends’ of the conceptual 

framework (Figure 4.2) reflect this.   

 

Achieving bowel mastery exemplifies the interrelatedness of the influencing 

factors.  As Bordage (2009) advises, the conceptual framework aims to enlighten 

and understand a complex problem.  However, the subjectivity and intuitiveness of 

the conceptual framework lay it open to misinterpretation.  Whilst the conceptual 

framework can be a challenge, Durham et al. (2015) remind doctoral researchers 

they should endeavour to address this.  Thus, identifying the research necessary 

to help fill the knowledge gap, which sits within the intervention element of the 

framework, is integral to setting the scene.   

4.6 Filling the Knowledge Gap 

Filling the knowledge gap is two-fold in its nature. Firstly, interventions available 

for women with rectal emptying difficulty are limited, as seen in Chapter 3, which 

has explored the existing evidence via a scoping review.  The scoping review 

findings identified that two interventions were available, these being healthcare 

initiated. No self-initiated interventions were identified, highlighting a gap in clinical 

practice and the evidence base.  Secondly, the limitations of available 

interventions within healthcare provides an opportunity to offer an alternative 

option, underpinned by the woman’s life experience story to advance 

understanding. Achieving improved bowel mastery can be enhanced by filling this 

gap.   
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4.7 Summary    

The position of the three theories (social learning, self-efficacy, and coping 

behaviour) has guided attention to the broader story of women with rectal 

emptying difficulty.  The choice of theories offered likeness to the project 

aspirations and aligned intuitively to the characteristics of the women being 

studied.  The preliminary conceptual framework was further shaped by the scoping 

review findings, and the experiential learning and knowledge of the researcher 

(who is also the inventor and a clinician).  Developing the conceptual framework 

provides an illustrative, woven representation of the concepts that have emerged 

from the previous chapters, primarily from the theoretical positioning, scoping 

review, and research experience.  Moreover, it facilitates clarity on why this 

research is essential; and what contributions it will make to the lives of women 

who experience rectal emptying difficulty.  Chapter 5 details the design and 

methods of the research.   
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Chapter 5 Design and Methods 

5.1 Introduction  

The ontological and epistemological foundations of the research design is 

explained in this chapter.  Along with the rationale for choosing mixed methods 

research (MMR), adopting an explanatory sequential design to address the 

problem, and how the three phases (exploratory, phases 1 and 2) were 

conducted.   This study is designed to address the two research questions: 

1. Does the patient-centred device help women who have rectocele, manage 

obstructive defaecation, secondary to rectocele more effectively and 

satisfactorily than their usual methods?   

2. What is the lived experience like for women who experience difficulty 

emptying their rectum because of obstructive defaecation secondary to 

rectocele? 

Like this study, the loom to hold the tapestry while crafting represents the method, 

holding the weave together, providing stability and confidence in the finished 

product.  The study focuses on two components, firstly using a patient-centred 

device compared to women’s usual care in managing the rectal emptying difficulty.  

Secondly how these women (same sample) live with the experience of rectal 

emptying difficulty.  The lived experience of women suffering from bowel 

problems, particularly with difficulty emptying their rectum and needing digitation is 

misunderstood, covert, and needs to be examined.    

 

Deciding on the design for systematically investigating the impact of a patient-

centred device was complex, especially when there is little or no underpinning 

evidence or established position within clinical care with which to guide this 
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inquiry.  Fortunately, the MRC guidance helped shape discussions and decision-

making (Craig et al., 2013).  Driving the research was the influence of the women 

who had self-purchased the patient-centred device. Many had posted comments 

on social media, which were unsolicited and revealed the difficulty in managing 

obstructive defaecation, such as ‘how on earth do you get poo out of a rectocele 

without pushing it out manually. It just doesn't come out’ (Stress No More, 2017).  

Therefore, social media was an influencing factor for the rationale to investigate 

rectal emptying difficulty due to obstructive defaecation secondary to rectocele, 

and its impact on women (Stress No More, 2016); and supported the rationale for 

undertaking Phases 1 and 2.   

5.2 Ontology and epistemology 

5.2.1 Ontology 

Ontology is the theory of objects and their relationships (Marsh and Furlong, 

2002).  The ontological assumption underpinning this research is that freedom 

from bowel dysfunction is an expectation of every human being.  Whilst there is 

the suggestion of an objective position, the lived experience of body 

function/dysfunction requires further understanding.  The field of biology explains 

that faecal matter is stored and evacuated from the rectum via a complex array of 

physical and physiological factors (Liao et al., 2009).  The expectation of 

mastering these bodily functions can partially be explained by the theories (social 

learning theory, self-efficacy, and coping) chosen to provide a perspective on this 

work (Bandura, 1977b, Bandura, 1977a, Lazarus, 1993).  Furthermore, the 

application of empowering physical health draws on the self-efficacy element of 
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the theory (Rappaport, 1984).  The notion that loss of bodily control is an assault 

on feelings of worth and control supports this claim (Aujoulat et al., 2008).  

The research design has been developed from a combination of published 

literature, a scoping review, clinical knowledge, and experience. However, there is 

a body of knowledge missing in rectal emptying difficulty, which is how women live 

with this problem.  Thus, it is necessary to understand the perspectives of women 

presenting with this condition and then untangle the interwoven physical, 

emotional, and social elements that permeate the different clinical, investigator, 

and inventor roles within this research.  By untangling the physical, emotional, and 

social elements faced by women, there is an opportunity to deepen understanding 

(Bandura, 1977b, Bandura, 1977a, Holahan and Moos, 1986, Kitson et al., 2008, 

Lazarus, 1993, Lazarus and Folkman, 1987, Roth and Cohen, 1986, Trew, 2011). 

5.2.2 Epistemology 

Epistemology is centred on the theory of knowledge (Marsh and Furlong, 2002), 

focusing on justifying position and belief.  The epistemological position for the 

research is that bowel dysfunction in adult females restricts freedom.  The concept 

of freedom has been associated with responsibility; and subsequently better 

health (Bunker et al., 1996).  Most people want to be happy, free, and healthy as 

described by Hornsey et al. (2018) in their study of nine regions across the world 

seeking out cultural differences using questionnaires as a data collection method.   

The study findings suggest that people seek perfection in different ways that may 

influence how free they wish to be.  An alternative view is that freedom is by 

chance alone (Frankfurt, 2018).  It could be argued that defining freedom is 

complex.  For instance, freedom of choice and free will, invite a different context.  

Even though Stoic tradition talks of freedom, each proponent of their philosophy 
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offered a different perspective, although eventually concluded that freedom is the 

self who acts, and the resultant behaviour is the outcome of an act of agreement 

(Bobzien, 1997).   

 

Drawing together the view that freedom from bowel dysfunction is the expectation 

of every human being and that living with a bowel dysfunction in adult human 

females restricts freedom, compels a need to focus attention on this issue.  This 

research aimed to seek to understand better what this means for women and 

reveal new understanding and insight to apply it more widely.  Ontologically, an 

objective position that sets the scene for investigating the meaning of bowel 

dysfunction in the female population.  This scene-setting provides both inductive 

and deductive processes (Crotty, 1998).  Inductive discovery (or interpretivism) 

assists with discovering themes from the lived experiences of women by focusing 

on meanings.  In contrast, deductive proof (or post-positivism) will assist with 

investigating the effect of a patient-centred device to help defaecation by 

concentrating on facts (Ekins et al., 2017).  Integration of these processes lends 

itself to a mixed-method design.   

5.3 Implementation of evidence into practice 

The absence of clinical evidence on how best to help women with difficulty 

emptying their rectum was instrumental in starting this research journey.  Whilst 

pump-priming funding was available to kick-start the innovation, the schemes did 

not include scientific exploration through research methods.  The NHS process 

stops short of this critical stage for testing the efficacy of innovations.  Possible 

reasons for this may be risk aversion, change resistance, and a negligible 

entrepreneurship culture (Castle-Clarke et al., 2017).  Seeking ways to overcome 
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these barriers focused on clinical leadership because the research would not have 

happened without this.  Without the skill of persuasion, this research may not have 

continued because the topic was considered niche and low profile. Therefore 

innovation-focused clinical leadership was vital otherwise, the nursing contribution 

to research may remain in the shadows (Bagheri and Akbari, 2018).   

 

Evidence-based practice identifies that the evidence comes from many different 

sources; best research evidence, clinical expertise, and patient preferences and 

wants (Sackett, 1997).  The recognition of the need for more evidence emerged 

from the researcher’s own clinical practice experience, which identified that 

women intuitively approached rectal emptying difficulty by using digitation, in other 

words, their fingers to empty the rectum.  Additionally, those women who chose to 

buy the device of their own volition helped shape this research further; their input 

was valuable and essential. The impromptu product feedback provided by these 

women highlighted the need to investigate more fully the use of the device, but it 

also identified an opportunity to shine a unique spotlight on how they cope with 

such a problem.  Whilst clinical knowledge and experience had identified a gap in 

the healthcare options available for women and an inconsistent approach in care.  

It was also vital to discover the underpinning theory (Chapter 4).   

 

Starting the innovation journey involved capturing of the initial idea for the patient-

centred device, modelling a prototype, and adoption to the marketplace, but these 

were primarily initiated from a practice perspective.   The shift of perspective to 

that of a researcher occurred with introducing a Public and Patient Involvement 

(PPI) group.  The PPI group provided a coherent expression of suffering and 
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feelings of isolation, revealing many women’s the hidden and unspoken voices, 

hence shaping the research design.  Furthermore, creating a preliminary 

conceptual framework depicts the journey and aids the development of an 

implementation framework that fosters elements necessary for improved benefit 

and meaningfulness to healthcare.   

 

Given the range of components in such a fascinating subject, this research is only 

just beginning to lift a lid on a hidden world on women’s experiences, brought 

about by finding a solution to a common problem.  The solution was the use of a 

patient-centred device.  However, the research associated with this device use 

required the following questions to be answered: 

1. Does the device help women who have rectocele, manage obstructive 

defaecation more effectively and satisfactorily than their usual methods?   

2. What is the lived experience like for women who experience difficulty 

emptying their rectum because of obstructive defaecation secondary to 

rectocele? 

5.4 Mixed methods and Pragmatism  

Mixed methods research (MMR) has been subject to scrutiny and varied opinion 

(Tashakkori et al., 2020).  MMR is no longer considered as a newcomer to the 

traditions of the singular qualitative or quantitative approaches.  Although many 

eminent authors have tackled and described the components of MMR (Teddlie 

and Tashakkori, 2003, Cresswell and Plano Clarke, 2018, Maxwell, 2016, Flick, 

2017), they have also challenged MMR’s position in traditional research design.  In 

particular, Maxwell (2016) and Flick (2017) refer to their frustration with the lack of 

attention and understanding regarding the origins of MMR; even though not 
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labelled as MMR, early interpretations cast insight into using this approach.  

Maxwell (2016) highlighted the work of Galileo as a case in point, who many years 

ago applied observations and measurement to make sense of astronomy in the 

pursuit of knowledge.    

 

The traditions of singular worldviews from a quantitative or qualitative position 

have been long advocated but justly challenged (Tashakkori et al., 2020).  Shifting 

sands of human nature and its intricacy require a more balanced interpretation of 

the real world (Baškarada and Koronios, 2018).  O’Cathain et al.’s (2008) work on 

investigating the quality of reported MMR research in healthcare services provides 

the researcher with a tool to measure the robustness of their work.  O’Cathain et 

al. (2008) concluded that, although attention was paid to the individual 

components of mixed-methods, minimal attention was paid to the mixed-method 

design.  Other tools to measure robustness have included Cresswell and Plano 

Clarke (2017) and Pluye et al. (2009).  All authors emphasise the necessity to 

ensure the quality of both reporting and reviewing MMR.  Given MMR’s quest to 

secure its place in the modern world, researchers must aim for transparent and 

justified study design. Facilitating transparency is guided by a pragmatic approach.   

 

The philosophy underpinning this research is that of pragmatism.  Pragmatism 

was initially considered by John Dewey, the American philosopher, whose 

emphasis was on what works to answer the research questions of human 

experience (Boydston, 1969).  More recently, an eloquent attempt has been made 

to ground pragmatism into philosophical potency (Morgan, 2014).  Nothing is 

perfect, as the philosopher Epictetus suggested (Long and Spalding, 1904) and so 
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to do what needs to be done to delve into unchartered territory is necessary.  

Therefore, this research draws together the observable (post-positivist) and the 

subjective (interpretivism), providing a richer understanding than either alone 

(Greene, 2006).  In the world of the tapestry weaver, the wefts come in different 

colours.  However, the threads are individual and yet still make up the whole. 

Similarly, the three phases of this research are each distinct, but together, they 

create a complete story.  The investigation into using the device and the lived 

experiences of women with rectal emptying difficulty helped yield a significant new 

understanding.  This research adopts an explanatory sequential design described 

by Cresswell (2013) (Figure 5.1).   

 

Figure 5.1: Explanatory-sequential mixed methods design 

 

The explanatory element is the quantitative Phase 1, followed by the exploratory 

qualitative Phase 2.  Therefore, the quantitative is the dominant method shaping 

Quantitative and 
qualitative 
research 

questions:  

• Does the patient-centred device help women 
who have rectocele, manage obstructive 
defaecation more effectively and 
satisfactorily than their usual methods? 

• What is the lived experience like for women 
who experience difficulty emptying their 
rectum because of obstructive defaecation 
secondary to rectocele?

Quantitative data 
collection 

• Pre-post intervention design to evaluate the 
preliminary self-reported effectiveness of using 
the patient-centred device and identifying 
implementation feasibility. 

Qualitative data 
collection 

• Inquire into and 
search for the 
meaning of the 
participants’ 
experience
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and framing the exploratory qualitative element.  Cresswell (2013) has other 

designs, which were considered, but because a real-life problem unorthodoxly 

drives this research, the explanatory sequential design chosen was considered to 

be the most practical and logical. The three stages of work forming the study, the 

exploratory phase, Phases 1 and 2, are illustrated in Figure 5.2.  

 

T
h

e
o

re
ti

c
a

l 
P

o
s
it

io
n

 

Phases Study Description 

P
a
ti

e
n

t 
a
n

d
 P

u
b

li
c

 I
n

v
o

lv
e
m

e
n

t Methodology 

C
o

n
c
e
p

tu
a
l 
F

ra
m

e
w

o
rk

 

Im
p

le
m

e
n

ta
ti

o
n

 o
f 

E
v
id

e
n

c
e

 

Exploratory 
Phase 

Proof of concept Preliminary 
findings on nine 

self-selected 
cases 

Quantitative 
Phase 1  

Intervention of the 
patient-centred device 

(n=36) 

Pre and post 
questionnaires 

Proctogram 

Biomedical data 

Qualitative 
Phase 2 

Interpretation of the 
lived experience 

Semi-structured 
interviews 

 

Figure 5.2: Exploratory phase, Phase 1 and 2 

 

5.5 Implementation sequence and mixing 

Central to MMR is integrating, synthesising, or mixing of data (Cresswell and 

Plano Clarke, 2018).  Integration, synthesising, or mixing is strengthened within 

the research study because the Phase 1 and 2 participants are of one group 

(Fetters et al., 2013).  However, how to do this well continues to be a subject of 

debate (Cresswell and Plano Clarke, 2018, Fetters et al., 2013, Noyes et al., 2019, 

O’Cathain et al., 2010, Tashakkori et al., 2020, Teddlie and Tashakkori, 2003).  

For instance, mixing can be facilitated using the concept of triangulation, following 

a thread, or developing a mixed-method matrix (O’Cathain et al., 2010).  More 

recently, interpretation on synthesising data suggests a convergent or sequential 
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approach (Hong et al., 2017).  Convergent synthesis applies the analysis of the 

data in parallel, whereas the sequential approach relies on the analysis of 

quantitative and qualitative data one after the other.  The three phases of this 

research employ a sequential technique to bring them together and provide depth 

and meaning that none of them alone could supply. Navigating the range of choice 

for mixing is complicated and should be driven by the needs of the research.  

Protagonists may argue that integration, synthesising, or mixing is poorly reported, 

and hence this limits validity and measurement opportunities (Noyes et al., 2019).  

However, gaining knowledge and understanding in a complex field requires 

flexibility and real-world methods (Moran-Ellis et al., 2006). 

 

The positioning of Phase 1 before Phase 2 was an iterative decision that arose 

from the clinical problem driving the need for invention and innovation.  

Commencement of Phase 1 identified the extent of untold stories and the need to 

provide an opportunity for the women to share their stories, which subsequently 

shaped Phase 2. This pragmatic approach meant that rigour and quality were 

fundamental in its reporting, including limitations.  Fàbreques et al. (2021) advise 

that MMR is ‘highly context-dependent’ (p.146) and therefore reporting limitations 

provides additional credibility. 

5.6 Study aim and objectives 

5.6.1 Aim 

The overall aim of this research was to explore factors that influence women’s 

self-management of rectal emptying difficulty. The study consists of three 
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supplementary aims along with specific objectives for each.  Figure 5.3 illustrates 

how they are linked. 

 
 

Figure 5.3: Objectives with the exploratory phase, Phase 1 and 2 

 

5.6.1.1 Supplementary first aim (Exploratory): 

To seek a preliminary understanding of the lived experience of women.  

5.6.1.1.1 Objectives 

• Scope and identify what interventions exist and improve the management 

of rectal emptying due to obstructive defaecation secondary to rectocele 

(reported in Chapter 3). 

• Explore the views of women who have used the device for the management 

of obstructive defaecation secondary to rectocele. 
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5.6.1.2 Supplementary second aim (Phase 1): 

A quantitative phase to investigate if the device helps women manage rectal 

emptying difficulty due to obstructive defaecation secondary to rectocele more 

effectively than usual methods. 

5.6.1.2.1 Objectives 

• Determine the acceptability of the device. 

• Demonstrate preliminary self-reported effectiveness of the device (along 

with comfort, ease of use, and quality of life). 

• Identify any changes to the device or instructions for use (needs adjustment 

to its design in terms of length/width). 

• Determine the ease and willingness of participants to complete 

questionnaires, and ease of recruitment into a larger study. 

5.6.1.3 Supplementary third aim (Phase 2): 

A qualitative phase to investigate the lived experience for women with rectal 

emptying difficulty. 

5.6.1.3.1 Objectives 

• To gain a deeper understanding of the experience of women living with the 

problem. 

5.7 Exploratory Phase 

The exploratory phase aimed to offer insight and clarify proof of concept (Ekins et 

al., 2017) of a patient-centred device using anonymous feedback from women via 

their experience of using the patient-centred device to help their rectal emptying.  

Critically, it was also essential to identify any barriers or concerns with progressing 

the study.  Given that this research was unchartered territory, exploration of what 
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and how to do the work was fundamental.  A description of the exploratory phase 

in research appears to be lacking, although many studies include exploration as a 

preliminary element to their work (Swedberg, 2018).  Furthermore, three early-

stage inventions that had not yet reached the market were discovered through a 

search for similar devices. As a result, there was nothing on the market to help 

women cope with digitation before introducing this novel patient-centred device.   

 

The origins of exploratory research are scanty (Swedberg, 2020).  That said, 

Swedburg (2020) offers a valuable insight into the paucity of exploratory research 

knowledge.  He proposes six types of exploratory research (Table 5.1). 

 

Table 5.1: Swedburg's six types of exploratory research (Swedberg, 2020) 

Type of exploratory research Goals 

Standard exploratory study (Type 1) Explore a little-known topic 

Multi-methods 

Publishable 

Standard exploratory study (Type 2) Develop new hypothesis 

Substantial sample size 

Standard methods 

Publishable 

Informal exploratory study (Pre-study) Develop new ideas 

Use whatever method suits 

Small sample size 

High-risk exploratory study Develop innovative ideas where a high 

risk of failure is present 

Standard methods 

Pilot study or exploratory study used 

for a research proposal 

Research a topic informally to design 

the dissertation  

No sample group required 

The exploratory study used in student 

exercises 

Theorising essential topics that do not 

require a methodological approach  
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For the exploratory phase in this research, the informal exploratory study 

approaches best matches intention (highlighted row in Table 5.1).  However, there 

are associations with other types, for example, the high-risk exploratory approach 

because of the invention and innovation of a new patient-centred device, which 

may not be effective for women.  For instance, feedback using the patient-centred 

device can reveal the women’s experiences, which was previously unchartered 

and undefined.  Therefore, it was vital to understand if this new device helped the 

women and what further in-depth inquiry was required. However, although 

recognised, the inconclusiveness nature of the exploratory phase did not make it 

less worthy.  On the other hand, conducting this phase, is less specified and may 

result in an ad hoc approach. By focusing on the problem, establishing the 

research questions, and clarifying the next step in the journey, robustness and 

rigour can be achieved (Bhat, 2020). 

 

The exploratory phase focused on women who had decided to self-purchase the 

device, use it for their rectal emptying difficulty and send back anonymous 

feedback on their experience.  The origin of proof of concept is challenging to 

distinguish and define (Jobin et al., 2019).  However, it was perceived as a 

validation of an idea or as a check prototype’s readiness.  Kendig (2016) has 

considered the challenges that befall proof of concept and provides a valuable 

interpretation: 

The concept is ‘proof of concept’ appears to refer to any idea 
that may apply to a class of phenomena. The proof seems to be 
a possibility proof that is shown to obtain in experimental 
practice (p3) (Kendig, 2016). 
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Furthermore, Kendig (2016) suggests that proof of concept is the transportation of 

knowledge into an experimental stage.  In the exploratory phase of this research, 

the patient-centred device was already commercially available.  The feedback 

analysis contributed to seeking validation for progressing to the subsequent 

phases.   

 

The development of the patient-centred device included an international 

intellectual property search for any other device that might already exist to help 

women with digitation.  Additionally, social media commentary further 

substantiated the importance of this exploratory phase.  Social media is a fast-

developing source of information lending itself to a deeper understanding of 

people’s views and experiences (Flott et al., 2016).  Real-life experiences of 

women using the device captured via social media platforms offered detection on 

their use of language.  Google searches (Google, 2022) using the brand name for 

the patient-centred device identified purchase reviews from women (ReviewMeta, 

2021).  Although the method for this research did not include an examination of 

these reviews, it is helpful to acknowledge these women when considering real-

world insight.   

5.7.1 Sample selection and recruitment 

The sampling technique was purposive because it provided the best possible 

cohort of women for study (Etikan, 2016).  The nine women were self-selecting 

and homogenous in terms of their lived experience with bowel difficulty.  They 

sought out the patient-centred device, predominantly via online shopping, then 

spontaneously completed the device evaluation form, and thus were identified as 

a sample group.   
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5.7.2 Data Collection 

Gathering information from evaluation forms sought preliminary insight into the 

experience of using a patient-centred device for women with rectal emptying 

difficulty.  Each device package contained an evaluation form (Appendix 6).  The 

form included questions about the characteristics of the individual, their current 

way of managing their rectal emptying difficulty, detail on their usual management 

and using the device.  Additionally, opinions on their preference for management 

of the problem, the self-reported effectiveness of the device, including its ease of 

use, place of use, convenience, and the feel of it (Table 5.2).   

 

Table 5.2: Evaluation form questions 

Age 

How long have you had a rectocele (months)? 

Awaiting surgery? 

Current management: 

• Do nothing 

• Use fingers 

Usual care comments 

Using the patient-centred device* comments 

Preference between usual care or the patient-centred device 

Effectiveness  
(Very effective, useful, slightly helpful, not at all effective) 

Ease of use 
(Very easy, easy, acceptable, difficult, very difficult) 

Place of use 
(only when at home, anywhere I needed to, only at other places whilst 
out) 

Convenience, storage, and carrying 
(very convenient, convenient, acceptable, inconvenient, very 
inconvenient)  

‘Feel’ of the patient-centred device 

Any suggestions for improvement 
* the brand name for the patient-centred device was used within the evaluation form 

 

Feedback from nine women who self-purchased the device was obtained 

anonymously via a voluntarily completed evaluation form.  They returned the 
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completed evaluation form to the Medical Devices Technology International 

(MDTi) office (MDTi, 2022).  The MDTi collaborates closely with healthcare 

professionals and their organisations to deliver a comprehensive business solution 

for ideas transformed into practical and commercially viable products. In the case 

of this research, the MDTi were instrumental to adopting the researcher’s 

invention, with progressing to manufacture.  The MDTi office anonymised the 

evaluation form and emailed a copy in portable document format (PDF) to the 

researcher. 

5.7.3 Data analysis 

The lived experience information was analysed using thematic analysis (Braun 

and Clarke, 2006).  Braun & Clarke’s approach includes familiarising with the data, 

generating initial codes, searching, reviewing, defining themes, and finally 

producing the report.  The number of questionnaires available for analysis was 

small, and therefore, data were aggregated using table format in Word for 

Microsoft 365 (Microsoft, 2022). 

5.8 Phase 1: Quantitative  

5.8.1 Design 

The explanatory sequential design, as described by Cresswell (2013), began with 

the explanatory element, which is Phase 1.  Phase 1 involved a pre-post 

intervention design (Figure 5.4) in evaluating the preliminary self-reported 

effectiveness of using the patient-centred device and identify implementation 

feasibility.   
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Figure 5.4: Pre-post intervention design 

 

5.8.2 Phase 1 Research question 

Does the patient-centred device help women who have rectocele, manage 

obstructive defaecation more effectively and satisfactorily than their usual 

methods? 

5.8.3 Sample selection and recruitment 

Purposive sampling (Liamputtong, 2013) was used because of the vital 

information women with rectal emptying difficulty can supply that cannot be gained 

as effectively through other routes.  Female adults referred to the gynaecology or 

colorectal services in secondary care with obstructive defaecation symptoms and 

who required diagnostic imaging (i.e., proctogram) as part of their routine care 

were invited to take part in Phase 1. Poster information about the study was 

Pre-intervention (baseline 
information over 7 days):

Bowel Diary for 7 days

Obstructive Defaecation 
Questionnaire

ICIQ-VS (Vaginal Symptoms) 
Questionnaire

Proctogram

Once baseline completed, 
use patient-centred device 

for  up to 8 weeks

Post-intervention:

Bowel Diary for 7 days

Obstructive Defaecation
Questionnaire

ICIQ-VS (Vaginal Symptoms) 
Questionnaire

Patient Global Impression of 
Improvement  scale

Device feedback questionnaire
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available within the secondary care outpatient waiting areas (Appendix 7).  The 

MDTi provided the patient-centred device free of charge for the study. 

 

Women who presented to primary care because of obstructive defaecation 

symptoms (constipation, soiling, difficulty emptying, and feeling of vaginal 

pressure or bulge) are most likely to be referred into secondary care (Sugrue and 

Kobak, 2016).  For those not referred into secondary care, primary care 

intervention focuses mainly on treating constipation with laxatives (Doaee et al., 

2014).  

 

Although not necessary for this exploratory research, a power calculation helped 

to guide how many women to recruit (Su, 2018).  Power was calculated assuming 

two sets of paired data and a two-sided outcome (at the 95% significance level) 

with a power of 80%, anticipating an effect size of 0.5 (50%) for both the above.  

The calculation realised that a minimum sample size of 34 would be required, 

consistent with Machin et al. (2018).  Thirty-six adult females who met the 

eligibility criteria were invited via secondary care outpatient clinics to use the 

device throughout / or up to eight weeks.  This purposive sample number had 

been deemed sufficient to meet the study’s objectives.  Two of the 36 females 

were recruited because they saw the poster in the outpatient waiting room within 

the secondary care hospital (Appendix 7) and asked their medical consultant 

about joining the study.  These women both met the eligibility criteria (Table 5.3), 

and so the inclusion of these offset some anticipated attrition between the pre-and 

post-data collection points.  Others have pointed out that the sample size for 

feasibility can be a contentious topic (Julious, 2005, Sim and Lewis, 2012).  
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However, for this research Phase 1 did not have a control group, and therefore, 

the sampling was non-random.  

 Table 5.3: Eligibility criteria  

Eligibility criterion Rationale 

Inclusion criteria 

Adult females (over 18 years of age) 
with symptoms of rectal emptying 
difficulty 

Children and young people are unlikely 
to experience rectal emptying difficulty 
in the context of rectocele.  Men do not 
experience this condition due to 
anatomical differences. 

Not undergone posterior vaginal 
compartment prolapse surgery 

Surgery adds factors that may affect 
use of the device (for example, scar 
tissue). 

Exclusion criteria 

Cognitive impairment Memory difficulties impact on ability of 
the participant to engage with the 
research.   

Hand disability Restricts ability to use the device. 

Pregnancy The device has not been used in 
pregnant women before. 

Less than 12 weeks post-partum Avoids introducing discomfort for a 
recovering pelvic floor. 

Neurological disease This is a different cohort of women and 
outside the scope of this study.   

 

Co-investigators (medical consultants) of the research asked the women referred 

to their secondary care clinics if they would like to be involved in the study.  If they 

said yes, the women were provided with a Patient Information Leaflet (Appendix 

8).  For those that wanted to proceed further with the research offer, the co-

investigator referred the woman to the researcher (Principal Investigator) to make 

initial contact.  Contact was via telephone, and the women were provided with 

verbal information on the study.  On agreement to continue with the research, 

another Patient Information Leaflet was offered and sent by post or via email. 

Thereafter, women who wanted to discuss the study further and get involved 

contacted the Principal Investigator by telephone or email.   
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A meeting was subsequently arranged at a location of their choice.  At the 

meeting, the woman was consented (Appendix 9), provided with the composite 

questionnaires, given the patient-centred device, and taught how to use it (using 

verbal and written instruction).  Teaching was enhanced by access to a four-

minute online charity-funded video (Eustice, 2018).  Any questions were 

answered, contact details were provided, and a follow-up date was agreed (Figure 

5.5).   

 

 

 

 
Figure 5.5: Recruitment process for Phase 1 

 



100 
 

5.8.6 Patient-centred device 

The intervention within this research study is the patient-centred device, a Class 1 

medical device, which is single-patient use developed to offer a hygienic and 

dignified solution to help women discretely self-manage their condition. The device 

is hand-held and has an L-shaped angled paddle, which is inserted into the vagina 

(lubricated with a water-based gel) at the time of defaecation.  During defaecation, 

directional pressure is applied via the paddle onto the posterior wall to help the 

rectum to empty (Figure 5.6).  The device is trademarked Femmeze® and is 

protected by Community Registered Design (Schlotelburg, 2006).  The material is 

acetal that has no toxicity issues when applied internally.  Furthermore, it is Food 

and Drugs Administration (FDA, 2022) and Medicines & Healthcare products 

Regulatory Agency (MHRA, 2022) medical grade approved material.  The device 

can be reused following simple washing instructions.  The device is coloured pink 

and comes with a velvet-feel black drawstring pouch to store it.  On first purchase, 

the device is packaged within a labelled box, including a user device guide 

(Appendix 10), evaluation form, and two starter sachets of water-based lubricating 

gel.  Further supply of water-based lubricating gel is self-purchase.   
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Figure 5.6: Position of patient-centred device on insertion and its posterior 

direction on the back wall of the vagina 

 

5.8.7 Data Collection  

The primary outcome of Phase 1 was the self-reported effectiveness of the device 

for participants with difficulty emptying their rectum because of obstructive 

defaecation due to the rectocele.  Effectiveness in this context refers to the 

device’s usefulness (did it do what it is intended to do).  To assist with assessing 

effectiveness this was measured pre-and post-intervention by using a composite 

quality-of-life instrument (ICIQ-Vaginal Symptoms; Obstructed Defaecation 
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Syndrome Questionnaires and PGI-I scales), supported by bowel diary recordings 

(Appendix 11) and participant feedback on using the device (Appendix 12).  The 

feedback form was similar to the evaluation form used in the exploratory phase.  

Secondary outcomes were focused on device feedback from the participant by 

capturing their experiences of preference, effectiveness, ease of use, and 

convenience of the device.  Supplementary data was captured from clinical 

imaging via a proctogram.  

 

The International Consultation on Incontinence Modular Questionnaire – Vaginal 

Symptoms (ICIQ-VS) and Patient Global Impression of Improvement (PGI-I) are 

validated and published questionnaires (Price et al., 2006, Srikrishna et al., 2010).  

The Obstructed Defaecation Syndrome (ODS) is published but has not been 

exposed to validation (Longo, 2003).  Studies using all three questionnaires have 

not been located.  However, a randomised controlled trial involving 101 women 

who were randomised to vaginal hysterectomy or laparoscopic sacrohysteropexy 

to treat uterine prolapse used the ICIQ-VS and PGI-I questionnaires (Izett, 2021), 

demonstrated their usefulness.  Similar to this study, Drage et al. (2021) 

implemented the ICIQ-VS at baseline and at 12-month follow-up in addition to the 

PGI-I questionnaire.  Notably, these measures are subjective but have been used 

in incontinence and surgical studies because of good repeatability with 

participants (Srikrishna et al., 2010, Price et al., 2006).  Price et al. (2006) 

validated their questionnaire (ICIQ-VS) with 77 randomly selected women in 

primary care, demonstrating consistency and reliability for vaginal symptoms 

(Cronbach’s alpha 0.79).  The PGI-I construct validity was determined by 

comparing the final PGI-I answer to other response measures at one year for 109 
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women (Srikrishna et al., 2010).  The Obstructed Defaecation Syndrome (ODS) 

questionnaire (Longo, 2003) has not been subjected to a validation process, yet 

has been popular in clinical practice and is considered an important scoring 

system (Sharma and Agarwal, 2012).  Most other scoring systems mainly focus on 

constipation, whilst the Longo questionnaire (2003) concentrates on obstructive 

defaecation.  Therefore, fitting for this study.  The bowel diary is a recognised, yet 

unvalidated, clinical tool common to practice, underpinned by the Bristol stool 

chart (Lewis and Heaton, 1997).  The device feedback questionnaire was not 

exposed to a validation and reliability process and was developed specifically for 

the device.   

 

The ICIQ-VS questionnaire (Price et al., 2006) assesses the consequence of 

vaginal symptoms on quality of life, covering vaginal symptoms (scores 0-53), 

sexual matters (0-58), and quality of life (0-10).  A lower score signifies less 

consequence of symptoms.  For this study, question 8a was selected as a primary 

outcome measure ‘Do you have to insert a finger into your vagina to help empty 

your bowels?’. 

 

The ODS eight-item questionnaire (Longo, 2003) examines the severity of 

obstructive defaecation.  The range of answers is 0 (best) to 24 (worst), covering 

medication, difficulties with evacuation, digitation, needing to return to the toilet, 

straining, time, and lifestyle alteration.    

 

The Patient Global Impression of Improvement (PGI-I) scale, a seven-point scale, 

has received support within gynaecology as a helpful measure within prolapse 



104 
 

surgery (Srikrishna et al., 2010). The advantages of using a seven-point scale 

compared to a five-point scale are inconclusive (Weijters et al., 2010).  However, 

the PGI-I scale is ready-made, easy to use, and applicable to the research.  Its 

application to this research draws upon its utility as capturing participant response 

in the context of the patient-centred device.   Although outside the scope of where 

the questionnaire has been used before (incontinence and prolapse surgery), the 

appeal of ease and practicality suited the research, which was upheld by expert 

colleagues in the field (Tincello et al., 2013).    

 

Clinical imaging data via proctogram provided information on rectocele size (small, 

medium, or large), trapping of contrast paste, and extent of perineal descent.  

Proctogram is a ‘…functional, real-time assessment of the mechanics of 

defaecation in a physiologic setting’ (p.420) (Brennan et al., 2008) that uses a 

viscous barium paste into the rectum and images its subsequent evacuation 

(Sultan et al., 2016).  The imaging identifies if contrast paste is trapped within the 

rectum.  Perineal descent, defined as the distance moved by the perineum below 

the anal canal opening, is considered abnormal if it exceeds 3cm (Brennan et al., 

2008). Imaging reporting specifies if the perineal descent is limited or excessive.  

Proctogram invitation was initiated by the secondary care consultant as part of the 

woman’s usual care pathway and accessed via the local secondary care hospital.  

If the woman chose not to have the proctogram, they were not excluded from the 

study.  Therefore, some women were recruited to the study already having their 

proctogram, and others were waiting for it when recruited.   
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All participants who gave signed informed consent completed the seven-day pre-

intervention baseline information (before using the patient-centred device) 

involving: 

1. Quality of life instrument (ICIQ-Vaginal Symptoms http://www.iciq.net/ICIQ-

VS.html) (Price et al., 2006) – permission was sought from the authors to use 

this questionnaire. 

2. Obstructed Defaecation Syndrome Questionnaire (Longo cited in (Sharma 

and Agarwal, 2012).  

3. Bowel diary (using the Bristol Stool Form Scale) (Lewis and Heaton, 1997) 

 

Following pre-intervention baseline information, the participants used the device 

for up to an eight-week intervention period and followed up prospectively to 

compare the device against their usual care.  Usual care in this context was the 

method that the participants chose to help empty their rectum of stool.  Methods 

include using their fingers or doing nothing. 

  

Participants were invited to stop using the device if they no longer wished to 

continue, found it too uncomfortable, did not like the device, or because it had no 

effect on their symptoms.  At the end of the pre-intervention baseline information 

period, all participants (including any dropouts) were asked to complete the 

following questionnaires: 

• Quality of life instrument (ICIQ-Vaginal Symptoms http://www.iciq.net/ICIQ-

VS.html)  

• Obstructed Defaecation Syndrome Questionnaire  

• Bowel diary (using the Bristol Stool Form Scale)  

http://www.iciq.net/ICIQ-VS.html
http://www.iciq.net/ICIQ-VS.html
http://www.iciq.net/ICIQ-VS.html
http://www.iciq.net/ICIQ-VS.html
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• Patient Global Impression of Improvement (PGI-I) scale (Srikrishna et al., 

2010) 

• Device feedback questionnaire  

 

Participants were invited to keep the patient-centred device at the end of the eight 

weeks to continue to use it if they so wished.   

5.8.8 Data Analysis 

The focus of the data analysis was to measure symptom improvement using the 

device.  Demographic and pre-intervention baseline data (Table 5.4) were 

reported using the mean and medians for continuous data and percentages and 

counts for categorical as appropriate. The primary outcome data of the pre-and 

post-questionnaires were compared using the Wilcoxon Signed Rank Test 

(Woolson, 2007) and conducted to evaluate whether a statistically significant 

difference existed between the pre- and post-intervention response to Question 

8a, along with primary data from the ODS questionnaire and bowel diary.  

Significance levels and effect size are be reported in the results.  Effect size was 

based on Cohen’s convention criteria measured as 0.1 = small effect, 0.3 = 

medium effect and 0.5 = large effect (Pallant, 2020, Cohen, 1988).  Because 

participants were measured on two occasions (pre and post), non-parametric data 

were suited to a distribution-free test (Pallant, 2020).  The secondary outcome of 

feedback questionnaire data was reported using percentages and counts of 

responses. Supplementary data on the proctogram imaging was reported using 

percentages and frequencies.  Missing data were reported but not thoroughly 

investigated, although aided understanding the reasons and informing acceptable 

conclusions. However, only available data was analysed.  Any free text responses 
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were manually coded and analysed using thematic and framework analysis (Braun 

and Clarke, 2006, Gale et al., 2013).  Reporting of categories were combined for 

small numbers. 

Table 5.4: Data collection and analysis 

Data collection  Tool Analysis 

Demographic and 
other pre-
intervention 
characteristic 
information 

Baseline form Range, mean, 
and frequency 

Score at pre-and 
post-intervention  

Quality of life instrument (ICIQ-
Vaginal Symptoms 
http://www.iciq.net/ICIQ-VS.html) 

Wilcoxon signed-
rank test 

Score at pre-and 
post-intervention  

Obstructed Defaecation 
Syndrome Questionnaire 

Wilcoxon signed-
rank test 

Chart Bowel diary Wilcoxon signed-
rank test 

Measurement (at 
post-intervention 
only) 

Patient Global Impression of 
Improvement (PGI-I) scale 

Range, mean, 
and frequency 

Questionnaire Device feedback  Range, mean, 
and frequency 

Measurement (at 
pre- or during 
intervention only) 

Proctogram Range, mean, 
and frequency 

 

 

Early in the study, a quality check of the data was initiated from the first seven 

completed composite questionnaires, and bowel diary entries were extracted and 

added to a data entry spreadsheet in Excel 2010 before uploading to Statistical 

Package for the Social Sciences (SPSS) (IBM SPSS 25, 2017).  A data entry 

check was completed, and any errors were corrected.  Non-return of 

questionnaires was treated as missing data.   

 

All participants were enthusiastic about commencing using the device.  As such, 

there was concern that they may skip the pre-intervention baseline information 

http://www.iciq.net/ICIQ-VS.html
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stage, in eagerness to start.  A one-page guidance sheet was created for 

participants to refresh their memory at any point during the study (Appendix 13).  

The Principal Investigator contacted each participant within two weeks of 

commencing the study to answer any queries or concerns. 

5.8.9 Adverse events/patient safety 

Following the intervention period, participants continued their clinical journey, as 

they would have done without using the device.  Those participants who continued 

to use the device beyond the study period were invited to access regular 

consultation clinics with their specialist clinician as per local standard care 

pathways. 

 

A potential risk was discomfort from using the device.  Participants were advised 

that should they experience this, they were to stop using it immediately and notify 

the researcher, who would seek to understand why this had happened via 

sensitive questioning and completion of the device feedback questionnaire. The 

device is Class 1 CE registered, which means it is classified as the lowest 

perceived risk (MHRA, 2020).  Reporting of all adverse events were to MHRA 

(MHRA, 2022) and the MDTi. 

5.8.10 Public and Patient Involvement (PPI) 

Establishing a PPI group effectively is underpinned by specific National Institute 

for Health Research information (INVOLVE., 2012).  Setting up a group is not 

easy, for instance, when and where to meet and maximising attendance.  Skilton 

et al. (2016) offer an unusual and rare insight into setting up a PPI group, although 

not necessarily representative of areas with less infrastructure to support 

sustainability.  A more helpful perspective is obtained in Hyde et al. (2016), who 
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presents transferable recommendations, aligning with local resources and good 

meeting conduct.   

 

During Phase 1, it became apparent after the first eleven women were recruited 

that PPI was critical to establish and involve the participants in shaping the study 

(Skilton et al., 2016).  Although the PPI was not set before the start of the study, 

which was a key learning point and missed opportunity, the unintentional delay 

lent itself to a better progression.  These first 11 participants became the PPI 

group.  The PPI group provided clarification in a timely and illuminating way.  

Bringing together the 11 participants from Phase 1 into a PPI group who had used 

the device was central to Phase 2.  Furthermore, the revelation of the hidden 

suffering and feelings of isolation enabled a rethink of how practice can be 

improved. 

 

The information gathered from the first 11 participants provided the first ‘interview’ 

and was included in the analysis.  The remaining 25 were invited to an individual 

interview (Figure 5.7).   

 

 
Figure 5.7: Number of participants within PPI and non-PPI 

n=25 
n=11 

PPI 
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The establishment of a PPI group assisted with the development of Phase 2.  The 

output from the PPI group raised questions about Phase 1, for example, 

recruitment; and developing Phase 2 methods, with members advising on three 

areas for improvement.  Firstly, it was appropriate and ethically correct to use the 

information from the PPI group to inform the research journey considering their in-

depth contribution to lived experience.  Secondly, the opportunity to further 

explore the participant’s experience of living with the problem and gaining a 

deeper understanding of being part of the study was weak within Phase 1.  Finally, 

the group suggested that a poster be used within waiting areas to boost 

recruitment to the study so that potential participants or women searching for help 

could be empowered to enquire further at their consultation with the secondary 

care consultant.  The recommendations from the PPI group formed a 

resubmission to NHS Ethics and were subsequently approved.   

5.9 Phase 2: Qualitative 

The purpose of Phase 2 was to inquire into and search for the meaning of the 

participants’ experience (Kvale and Brinkmann, 2009). 

5.9.1 Phase 2 Research question 

What is the lived experience like for women who experience difficulty emptying 

their rectum because of obstructive defaecation secondary to rectocele? 

5.9.2 Sample selection and recruitment 

Participants in Phase 2 were from the same sample as Phase 1.  Twenty-five 

participants in Phase 1 were invited to an interview (these excluded the first 11 

participants since they formed the PPI group).  Nine of the 11 participants from the 
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PPI group contributed towards the data collection as a ‘group’.  Two participants of 

the total 11 members of the PPI group chose to have an interview (Figure 5.8).  

The participant (n=1) who withdrew from Phase 1 was also invited to interview but 

declined.   

 

 

 

 

 

 

 

 

 

 

Figure 5.8: Phase 2 interview participants 

5.9.3 Data Collection 

Kvale and Brinkmann (2009) provide a constructive seven-step framework for 

complying with interview good practice.  The interview provided a vital narrative to 

improve understanding of the rectal emptying problem faced by women.   The PPI 

members influenced and guided the interview schedule and agreed the following 

topics be explored: 

I. Living with the problem 

II. Using the patient-centred device 

III. Being part of Phase 1 

 

Phase 1 
Pre- and post-
questionnaires 
36 participants 

1 withdrawal 

PPI group  
11 participants 

Phase 2 
Semi-structured 

Interviews 
26 participants 

2 participants 
chose an individual 
interview 
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Interviewing skills were necessary to effectively capture the women’s experience 

(Dempsey et al., 2016).  Even though the semi-structured interview schedule 

provided a format (Appendix 14), it was used flexibly and only for prompts as 

needed.  Giving space and time for the woman to share her experiences added 

depth and richness to understand their lived experience (Cheng et al., 2003).  If 

emotional distress emerged or a break was necessary, the interview was halted 

and resumed at a convenient time for the participant.  Eleven of the women had 

already shared some of their experience through PPI involvement and two chose 

an individual interview.  Relationships with the participants who had an individual 

interview were developed further than those who had been involved with the PPI 

group, which needed to be considered.  One issue that arose was the blurring of 

role boundaries.  Distancing the researcher's role from giving therapeutic advice 

within an interview required careful attention and reflection (Bolton, 2010).    

 

The interview was up to one hour in length, guided by the interview schedule 

(Appendix 14), which was informed primarily from the PPI group feedback and 

also the literature (Alam et al., 2017, Brown et al., 2017, Vrijens et al., 2017, 

Jelovsek and Barber, 2006).  The interview was conducted in a location 

convenient to the participant, which allowed for minimal interruption.  A glass of 

water and tissues were made available, given the sensitive nature of the interview.  

Most preferred an NHS setting in a location close to their hometown.  None of the 

participants chose to have the interview in their own homes.  Participants were 

advised to bring along a chaperone should they wish to.  Recording of the 

interview was via an Olympus digital dictation machine (model WS-853), with the 

capability of media file download onto an NHS laptop computer and was 
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transcribed contemporaneously.  This facilitated learning from and refining the 

interviewing technique ready for the subsequent interview.  For example, the 

researcher recognised the tendency to fill in silences and increased reflective 

questioning.    

 

Opening the interview included a question from the researcher “Please tell me 

about your experience of living with difficulty with emptying due to your rectocele”. 

The participant guided the conversation using prompts and probes where needed.  

Where participants diverted away from the topic, the researcher gently brought 

them back when the diversion did not lead to relevant discovery.  Should the 

participant become distressed, the interview would have been aborted and 

rescheduled if the participant consented.  Concluding the interview occurred when 

no further information was forthcoming, or the participant had naturally finished 

what she had to tell.  The researcher finalised the interview by asking ‘Is there 

anything else you’d like to tell me’ and thanked them for their time.   

5.9.4 Data Analysis 

The Framework Method was chosen as the preferred approach because it 

facilitates themes and patterns of meaning (Gale et al., 2013).  Selecting the 

analysis approach identified the variety available for researchers (Table 5.5).  

Other methods were considered and excluded, such as grounded theory analysis 

(Glaser and Strauss, 2017), social network analysis (Scott, 2017), conversation 

analysis (Wetherell, 1998), and narrative analysis (Charmaz and McMullen, 2011).  
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Table 5.5: Discounted analytical approaches 

Analytical approach Focus 

Grounded analysis Builds on a central phenomenon 

Social network analysis Identifies links between 
individuals 

Conversation analysis Assumes that conversations 
have rules and patterns which 
remain constant whoever is 
talking 

Narrative analysis Focuses on an organisation or 
society to deepen understanding 
of how people think and 
organised within groups 

Thematic Analysis Identifies themes and patterns 

 

Following exclusion of these analytical options, thematic analysis was initially 

assigned as the best fit, because it allows detailed description (Braun and Clarke, 

2006).  Thematic analysis from the perspective of Braun and Clarke assumes six 

phases (Table 5.6), which offer flexibility and a less complex approach.  The data 

need to speak with richness throughout identifying, analysing, and interpretating.   

That said, the thematic and framework method of analysis share similar 

methodology in their systematic approach to working with qualitative data (Smith 

and Firth, 2011).  A thematic analysis approach (Braun & Clarke, 2006) was 

considered, as it lends itself well to lived experience and allows flexibility 

(Cresswell, 2013).  However, the attraction of the Framework Method (Table 5.6) 

is the depth and linkages that can emerge, providing a compelling approach for 

using NVivo (Gale et al., 2013, Kiernan and Hill, 2018) and judged more fitting for 

this study. 
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Table 5.6: Thematic and Framework Analysis Similarities 

Thematic Analysis (Braun and 

Clarke, 2006) 

Framework Method (Gale et al., 2013) 

 Transcription 

Familiarising yourself with your data Familiarisation with the interview 

Generating initial codes Coding 

Searching for themes Developing a working analytical 

framework 

Reviewing themes Applying the analytical framework 

Defining and naming themes Charting data into the framework matrix 

Producing the report Interpreting the data 

 

Based on Gale’s seven-step approach, data were analysed in the following way:  

 

Step one and two: transcription and familiarisation of the interviews 

Recording the interview and transcription were quasi-anonymous: the interviews 

were transcribed in full and identifying features were removed from the transcripts.  

Each media file was transcribed into a Word document, and each document was 

formatted for NVivo 11 using word styles. Once uploaded to NVivo 11, nodes were 

drawn from participant responses, along with manual coding, immersion into the 

data enabled descriptions to be revised. QSR International's NVivo 11 qualitative 

data analysis software (QSR International, 2016) was used to manage the 

transcripts. Twenty-six interviews and PPI meeting notes were transcribed; thus, 

twenty-seven transcriptions were submitted to NVivo software.  Each transcription 

was read to develop a feel of the story emerging. A priori concerns, living with the 

problem (mechanical problems, physical effects, and psychological impact), using 

the patient-centred device and being part of the study, were considered part of the 

interviewing process and helped the emerging themes.   
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Listening again to the interviews helped validate the themes that emerged in 

Phase 1, which shaped the semi-structured interview sheet.  Furthermore, it was 

useful to note anything of significance (e.g., silences and participants’ difficulty 

articulating what they were feeling). 

 

Step three: coding  

A combination of NVivo and manual coding enabled themes to emerge.  The initial 

coding of each transcript with NVivo was transferred to a paper card (one code per 

card) and laid out manually to see what story they were telling.  When the initial 

grouping of themes emerged, they were revisited to allow for further judgment and 

refinement.  Themes and their aligned codes were adjusted in NVivo to enable 

robust data organisation.   

 

And independent assessor (not a subject specialist) reviewed the themes and 

codes to provide a sense check, especially as the researcher was so close to the 

data (inventor, clinician, and researcher).  Any blurring of codes was discussed 

and clarified following an independent coding of five transcripts.  For example, 

‘bullying and abuse’ was added to the theme of ‘consequences’ following 

discussion. Additionally, one comment had not been coded.  However, the 

comment “I’m aware of my anatomy because of the job I do being a midwife you 

know I just knew that that would help so that’s why” was coded into ‘knowledge’ 

following discussion. 
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Step four: Developing a working analytical framework 

Both a priori concerns and emergent themes contributed to the framework, 

enabling the researcher to also be incorporated and remain faithful to the 

participant story.   NVivo software provided a framework matrix facility, which 

populated the x-axis with the theme and the y-axis with codes.  The cells 

illustrated the participant quotes.   

 

Step five: Applying the analytical framework 

The text was coded intuitively from the transcript, with a similar approach.  Codes 

were then reviewed and refined at a second exploration.  NVivo allows for the 

drag and drops option for coding.  Codes were amended as further exploration 

refined the meaning of the text.   

 

Step six and seven: Charting and interpreting data 

Use of paraphrasing where necessary but remaining with the participant's own 

words to maintain colour and richness of their experience. 

5.10 Ethics Considerations  

As the exploratory phase utilised anonymous product feedback data, no formal 

ethical approval was required. Rather the ethics committee was notified of this 

data usage and no concerns were raised since the information provided contained 

no identifiable information. For Phases 1 and 2, ethical approval was received 

from NHS REC (15/SW/0107) and the Faculty Research Ethics Committee (Sept 

2015/Reference Number: 14/15-456).  



118 
 

5.10.1 Beneficence and Non-Maleficence 

Participants should not be exposed to a procedure they would not usually have as 

part of a research study unless the benefits outweigh the burden (Beauchamp and 

Childress, 2001).  For this study, participants underwent a proctogram as part of 

routine care.  However, following discussion and approval from local clinical 

imaging scientists, an additional sequence was added to the proctogram 

procedure (sequence 3 in the proctogram measurements flowchart; Appendix 15).  

Participants were women who required a proctogram as part of their routine care 

within the secondary care setting.  There was sufficient benefit gained because 

the information was used to yield detail on the anatomy and give feedback on how 

the device works to reduce faecal trapping.   

 

A second ethical consideration was the point at which the device could be added 

as an option to the range of existing interventions.  An example is offered in a 

constipation standard pathway (Appendix 16).  At the stage of introducing 

suppositories, enemas, or rectal irrigation, the device would provide an additional 

option.  This option could be made available within the primary care setting or from 

the local specialist services before referral to secondary care.   Therefore, the 

device could potentially be introduced to women at any stage of their journey, 

depending on personal preferences and clinical recommendations.   

5.10.2 Informed consent 

Consent forms were stored separately from data collection materials. Participants 

were advised that data would be anonymised and that no individual participant 

names would be reported.  A master list of participant names was kept separate 

from the data.  Data will be held for up to ten years in a locked and secure 
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environment following the completion of the study in line with the University of 

Plymouth Code of Research Practice (2018).   

5.10.3 Investigator role 

Ethical responsibility includes the investigator's role and autonomy.  Being a 

researcher, inventor, and clinician for this research challenged two key factors: 

positionality and selection bias.  Firstly, positionality is essential to consider 

(Hopkins, Regehr, & Pratt, 2016) regarding the confusion this can place on the 

participants and the researcher.  As well as being the inventor of the device, the 

researcher was also involved in the recruitment of participants, data collection, 

data analysis, and the provision of clinical advice during the intervention period, all 

of which requires caution.  A multi-role can easily influence bias and introduce 

contamination.  Therefore, reflection on this position was vital.  While this position 

does offer benefits in understanding the context and culture, the disadvantages 

need exploring.  For example, participants may not feel they can be open and 

honest.  Furthermore, researcher sympathy with the subject matter and a failure to 

see the obvious are clear risks.  Mitigating these risks was helped by reflective 

practice and making it clear to participants about the role (for example, at the start 

of each interview in Phase 1, the role context of a researcher was clarified; 

Appendix 14).  Allowing enough time at the initial meeting with the participant to 

guide them through the questionnaire completion before and after using the 

device, and how to use the device was crucial for the participant's understanding.    

Secondly, selection bias is an equally vital factor to consider (Pannucci & Wilkins, 

2010).  For example, all women sequentially recruited from secondary care had 

experienced rectal emptying difficulty secondary to obstructive defaecation.  

However, this sampling had the potential to miss a large group of women who did 
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not reach secondary care because of primary care involvement only; or they may 

be hidden from healthcare, as they do not present due to feelings of 

embarrassment or do not know that they can. This is noted later as a limitation of 

this research. 

5.10.4 Public and Patient Involvement (PPI) 

It was considered ethically just and right to use the information from the PPI group 

to inform the study journey considering their in-depth contribution to lived 

experience.  The participant’s experience of living with the problem and gaining a 

deeper understanding of being part of the study was weak within Phase 1, thus 

PPI created an opportunity to explore this further.  Empowering the group 

discovered ideas for implementation.  For example, they suggested that a poster 

(Appendix 7) be used within waiting areas to boost recruitment to the study so that 

potential participants or women searching for help could be empowered to enquire 

further at their consultation with the secondary care consultant.     

5.11 Establishing Rigour 

‘We don’t abandon our pursuits because we despair of ever perfecting them.’ 

Epictetus, Discourses, 1.2.37b (Long and Spalding, 1904) 

5.11.1 Phase 1 Quantitative: Validity and Reliability  

Enhancing validity and reliability is critical for research integrity (Table 5.7) 

(DuBois and Antes, 2018).  This research set out to understand what the lived 

experience is like for women with difficulty emptying their rectum.  Achieving this 

understanding favoured the mixed method approach to dive into a hidden world.  

The world explored, involved asking women to use a device as a novel alternative 

to self-digitation but creating an opportunity to reveal what it is like to live with the 
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problem.  Revealing their world utilised composite questionnaires that asked 

directly what effect the device had on their symptoms before and after.  

Table 5.7: Strengths and weaknesses for validity and reliability 

Validity and reliability Strengths Weaknesses 
 

Enhancing validity Consistent sampling and 
recruitment of women  
Validated questionnaires 
used before and after the 
intervention. 

ODS questionnaire has 
not been through a 
validation process. The 
device feedback 
questionnaire was 
bespoke and 
unvalidated. 

Enhancing reliability Consistent application of 
the method steps by one 
researcher.  All 
participants were 
exposed to the same 
information and 
conditions. 

Multi-role researcher. 

 

The literature is rich with interpretations of how best to enhance research integrity 

(Polit and Hungler, 1994, Cresswell and Plano Clarke, 2018).  One unique 

perspective is the work of Kraemar et al. (2013), who investigated what it means 

for a researcher (professional or community) to conduct community-based 

participatory health research.  Encouragingly, Kraemer et al. (2013) suggest that 

flexibility is a necessary quality to meet community needs, which has been an 

essential characteristic in this work.  However, direct research contact may 

weaken the integrity and increase ethical challenges (Yanos and Ziedonis, 2006). 

That said, Yanos and Ziedonis (2006 p.249) also offer reassuring suggestions that 

the ‘double-agent’ nature of the researcher and clinician helps bridge the worlds of 

research and clinical practice.  Reassuring though their words are, a triple-agent 

approach is not mentioned in the literature.  Therefore, care must be taken when 
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considering the most appropriate research designs for those clinicians who 

integrate several roles.   

5.11.2  Phase 2 Qualitative: Trustworthiness 

Trust in qualitative inquiry cannot be assumed, and it has to be earned say 

Stratford and Bradshaw (2016), who emphasise the need for unambiguous 

interpretation and robust evaluation.   They are proponents of Lincoln and Guba’s 

work (1985), whose approach to trustworthiness is anchored in four critical criteria, 

credibility, transferability, dependability, and confirmability.  Justification against 

each criterion is therefore essential. 

5.11.2.1 Credibility 

The research questions generated a design that best answers them by giving 

direction through a mixed-methods approach and thus offering plausibility.  

Substantiation is via prolonged engagement (Lincoln and Guba, 1985), whereby 

exposure to women in the healthcare setting is most likely to reveal the problem.  

The intimacy of clinical consultations, especially in the field of bladder and bowel 

dysfunction, can expose embarrassing and stigmatised issues.  These issues 

require sensitive handling, necessitating an emotionally intelligent approach 

(Carragher and Gormley, 2017).  Furthermore, this research is founded on clinical 

knowledge and experience, which has tended to draw on theory from existing 

bodies of knowledge.    However, there appears to be a body of knowledge 

missing in the rectal emptying difficulty associated with how women live with this.  

Thus, the importance of understanding the psychology of presenting cases and 

helping to untangle the interwoven physical, emotional, and social elements are 

worthy and deserve attention.  Separating these elements provides an opportunity 

to improve healthcare by deepening understanding of the problem (Kitson et al., 
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2008, Holahan and Moos, 1986, Trew, 2011, Lazarus and Folkman, 1987, Roth 

and Cohen, 1986) and develop new understanding through this project.  Exploring 

a more profound understanding has influenced reflective practice and continuing 

professional development.  Additionally, the identification of the clinical problem, 

constructing this into research inquiry, gathering and interpreting data, have been 

influenced by human interest.  As a result, aligning with a predominantly 

interpretive approach.   

5.11.2.2 Transferability 

Limitations of the research are presented in section 9.9, and therefore, future 

researchers can avoid making generalisations.  Importantly, given the nature of 

the pioneering research journey into a hidden world, it was necessary to interview 

the right people to extract a sense of what they are experiencing.  As highlighted 

by Tobin and Begley (2004) there is no correct way to conduct interpretation, and 

therefore full description is essential.  In the context of this research, the right 

people were women with rectal emptying difficulty.  As described earlier, a 

purposive sampling procedure ensured that the participants were representative of 

rectal emptying difficulty experience.  Accessing these women via the clinics 

where women are referred was pragmatic and logical.  Although the number of 

participants was small, the sample provided an in-depth insight into their world.    

In Forero et al.’s (2018) work on applying trustworthiness criteria in their 

explorative study of Emergency Department staff experiences, they focus on 

transferability in the sampling method and data management.  For this research, 

interview transcripts were managed systematically using the NVivo coding 

software programme (QSR International, 2016), and five of the transcripts were 

subjected to independent review.  Therefore, given the specific cohort of women 
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included in the study, it could be suggested there is typicality of symptoms and 

experience.  However, caution is advised when generalising to other situations.   

In contrast to generalisability, transferability of a health intervention into practice 

has more resonance for this research.  Schloemer and Schröder-Bäck (2018) 

considered via their systematic literature review of 37 papers, how to explain this 

mechanism.  Whilst their review highlights the complexity of transferability, a key 

message is a need for sufficient description to improve the value of evidence 

regarding the population, the intervention, environmental circumstances, 

procedures, and results. 

5.11.2.3 Dependability 

It is critical to understand where the journey began to ensure that the findings of 

this research can be replicated if future researchers follow the same approach.  

The iterative journey of this research included a scope of the literature to establish 

what is already known of available interventions to help women with rectal 

emptying difficulty.  Although there was an existing context for the new 

intervention, it was not apparent that it would be suitable or effective for women.  

Moore et al. (2015), in their discussion on process evaluation, highlight the 

unpredictability of implementing a complex intervention and to be careful about 

making assumptions.  Making provisions for assumptions included the avoidance 

of relying on one theoretical position.  Thus, the research drew upon three 

theoretical positions that stretch across a chronology of bowel mastery loss and 

achieving mastery, which provided multiple lenses.  The theories are posited on 

the individual psychological perspective and not organisational theories to 

facilitate more comprehensive implementation.  A critical factor for theory choices 
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is reinforced by the need to initially understand individual’s context.  Without such, 

the influences for women and their experience would be missing. 

A further vital component of dependability (Tobin and Begley, 2004) was the 

collection and analysis from interviews of 26 women was consistent.  An 

anonymous and confidential track record via field notes was kept of interviews 

which detailed initial thoughts and suggestions for the following interview.  For 

example, during the sixth interview, the researcher commented:    

Challenging to keep the participant flowing – tended to dry up 
and unsure of her own thoughts…pragmatic and something that 
had to be done.  Almost as if she hadn’t any position on it. 

Keeping additional references to facilitate a more detailed description of interviews 

is necessary, according to Forero et al. (2018).  Similarly, Tobin and Begley (2004) 

recommend an audit trail helps establish dependability by allowing others to check 

the researcher's documentation of facts, techniques, decisions, and the final 

creation. 

5.11.2.4 Confirmability 

When considering reflexivity, there is an opportunity to become a witness to one’s 

behaviour and thoughts.  One self-observation, for instance, is a delay in making 

contact at the two-week point with participants.  The reason for making contact is 

to check out any concerns or queries they may be experiencing.  In dealing with 

their problems or queries, the roles of researcher, clinician, and inventor are all 

drawn upon.  This multi-role, whilst offering richness, can affect clarity.  Reflecting 

on the delay in contacting participants, has demonstrated fear of failure.  This fear 

appeared to be grounded in wanting the device to succeed, thus being afraid that 

the device would not do as intended.   Mitigating this risk included breeding self-

awareness, listing daily tasks to be completed, and research supervision.  
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Fear and blurring the boundaries and saturation, can impact researcher identity 

(Wray et al., 2007).  Although Wray et al.’s (2007) work focus on inexperienced 

researchers in qualitative investigation of women’s gynaecological cancer, there 

are parallels with other contexts with research activity.  They argue that debriefing 

is a crucial need for researchers.  Debriefing sounds wise.  Especially when 

seeking to understand how procrastination, research conduct ability, and 

enhancing rigour can help a study stay untarnished (Schraw et al., 2007).  

Therefore, critical self-review provides an opportunity for self-development and 

being a better researcher.  Learning is as much about the researcher and other 

roles, as is the methodology and methods of this research.  Self-awareness of 

procrastinating could be viewed negatively.  However, is there a position that 

supports procrastination to facilitate open thinking and in essence, become more 

creative.  Creativity is supported within post-positivism and perhaps 

procrastination is one of the vehicles to reach this point (Kim et al., 2017).   

The turbulent journey of progressing this research points to elements of anxiety.  

Anxiety can lead to being overcritical and yet disabling progress.  Understanding 

these peaks and troughs of emotions can deepen insight.  Stepping back every so 

often to reflect on the complete work is worthy.  Supervision meetings and 

reflective notetaking assisted with self-direction.  Take digitation as an example; 

for some women, the benefits of digitation outweigh using an alternative.  Pre-

conceived ideas were that an alternative would always be a better option that 

needs careful consideration.  Finger use is proprioceptive, which cannot be 

obtained from a technology in the same way. Knowing how much directed 

pressure to apply involves a sense of knowing, and for some women, routine 
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treatment may provide better control. As a result, it's critical to think about getting 

this information from the participants. 

 

Member checking, also referred to as validation of participant involvement, helps 

to enhance the confirmability of the findings (Birt et al., 2016). The PPI element of 

this research facilitated checking out with participants in the early stages of the 

work.  However, throughout the research, participants were hard to reach.  

Despite telephone contact and email communications, few got back in touch once 

the interviews had been completed.  Understanding this better may be revealed in 

future research investigations.  The challenges of member checking are brought to 

light by Carlson (2010) who provides a candid view of the trials and tribulations of 

getting it right.  Getting it right does not assume one method of gathering their 

interpretation of the data.  However, acknowledging the function of member 

checking offers strengthened validity and an opportunity for reflection.   

5.12 Summary 

This chapter has explained the design and method of investigating rectal emptying 

difficulty due to obstructive defaecation, secondary to rectocele in a sample of 

women within an English county in the United Kingdom.  The investigation 

focused on two components, firstly using a patient-centred device compared to 

their usual care in managing the rectal emptying difficulty.  Secondly, how these 

women (same sample) live with the experience of rectal emptying difficulty.  The 

choice for mixed-method research (MMR), which adopted an explanatory 

sequential design has been explained, and how it was developed and conducted 

in each of the three phases (exploratory phase, Phase 1 and 2).  The tapestry 

weaver in a similar context will be satisfied that the loom has all the components 
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for their art.  The next chapter will summarise the key results from the exploratory 

phase. 
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Chapter 6 Results: Exploratory Phase 

6.1 Introduction 

The results of the exploratory phase are reported in this chapter.  At this stage, the 

weaver is aware that the recipient of the tapestry will see beauty, but only they 

know the chaos of the warps and wefts concealed from view.  Likewise, the 

exploratory phase, utilising feedback given by a small number of women following 

their purchase, set out to offer proof of concept and unmasking of the lived 

experience of women using a patient-centred device, whilst identifying any barriers 

or concerns with progressing the study.  Thus, providing confidence that 

progressing with Phase 1 and 2 would be worthy and are essential.  The 

objectives were to: 

1. Scope and identify what interventions exist and improve the management of 

rectal emptying due to obstructive defaecation secondary to rectocele 

(reported in Chapter 3). 

2. Explore the views of women who have used the device for the management 

of obstructive defaecation secondary to rectocele. 

Searching for similar devices identified three early-stage inventions, which had not 

reached the marketplace (Klein and Couturier, 2006, Jao and Lee, 2006, 

Maaskamp et al., 2014).  Therefore, before introducing this new patient-centred 

device, there was nothing similar on the market to help women cope with 

digitation.   

6.2 Description of the sample 

The number of eligible cases was 700, which were all those who had self-

purchased the device online.  Online platforms included Amazon (Amazon, 2022) 
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and the MDTi (MDTi, 2022).  However, the only information provided through 

feedback came from nine cases over three years.  These data from the nine cases 

(eight via questionnaire and one via letter) had been received by the MDTi.  The 

feedback was provided voluntarily by women who had purchased the patient-

centred device within the UK.   The age range was 37 and 73 years (mean age 56 

years). 

6.3 Findings 

Self-identified symptomatic rectocele was present for a range of nine months to 45 

years.  All the women used an intervention.  Most of them (n=7) used only their 

fingers as their current management and other interventions included laxatives, 

enemas, and a vibrator (Table 6.1).  Two women reported that they were waiting 

for surgery.  Case 4 wrote a letter instead of completing the questionnaire. 

Table 6.1: Age, duration of rectocele, and current management  

Cases Age Duration of 

rectocele (years) 

Awaiting surgery Current management 

    Use fingers Other 

1 49 0.9 possibly Yes  

2 37 3 No Yes  

3 62 2 No Yes  

4 73 Missing Missing No laxatives 

5 69 2 No No vibrator 

6 54 11 Yes Yes enema 

7 70 45 No Yes  

8 54 3 No Yes  

9 38 6 Yes Yes  

 

Analysis of qualitative feedback was undertaken using thematic analysis (Braun 

and Clarke, 2006).  Qualitative data from each questionnaire and the letter were 

manually extracted, inputted into Word 2010 documents (Microsoft, 2022), and 

subjected to coding and arranged into themes via tables.  Quantitative data are 

reported descriptively.  The evaluation form sought feedback from women on self-



131 
 

reported effectiveness, ease of use, place of use, convenience (including storage 

and carrying), and the ’feel’ of the device (Appendix 6).  

 

The women offered insightful comments about their usual care (using fingers, 

laxatives, enemas, or vibrator) as well as using the device, which (for eight of the 

women) was introduced seven days after recording their usual care (Appendix 17).  

Managing the problem for many of the women was one of suffering, which they 

described as backache and feeling of obstruction (Case 1), needing to push (Case 

3), unpredictability (case 5), feeling depressed and anxious (Case 6) and a daily 

struggle (Case 8): 

Loads of backache; had to take laxatives; feels like I have an 
egg stuck in my vagina (Case 1) 

Using my fingers has not been effective; feels like I am trying to 
give birth – have to push so hard – go dizzy (Case 3) 

Each day was unpredictable with discomfort on several days 
with bloating (Case 5) 

It makes me extremely depressed because I am always in pain 
with spasms; causes me great anxiety and leads to constant 
diminishing social contact; I have to ‘empty’ first manually and 
second using a water/saline enema; makes me tired, lethargic, 
and depressed (Case 6) 

Struggle everyday with this condition – ruining my life really; 
bowel movements with difficulty; having to press on perineum 
(Case 8) 

Common themes that emerged from all responses about the women’s usual care 

and therefore living with rectal emptying difficulty included: 
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Mechanical problems (pushing/pressing) 

• Feedback demonstrated some of the women struggle with emptying 

‘Needed to push my perineum’ (Case 2) and that their usual care isn’t 

always effective ‘Using my fingers has not been effective; feels like I am 

trying to give birth – have to push so hard – go dizzy’ (Case 3). 

Physical effects (backache/bloating)  

• The implications of poor rectal emptying have consequences such as 

‘Loads of backache’, ‘had to take laxatives’, ‘feels like I have an egg stuck 

in my vagina’ (Case 1). Negative impacts of managing day to day are 

illustrated by Case 5 ‘Each day was unpredictable with discomfort on 

several days with bloating’. 

Psychological issues (anxiety/depression) 

• The accumulation of mechanical problems and physical effects has affected 

their wellbeing.  For example, ‘…tried various ideas but nothing was very 

successful; excessive laxatives every day…..depression set in’ (Case 4).  

Case 6 commented on “diminishing social contact” because being ‘in pain 

with spasms…causes me great anxiety’.   

 

Within the evaluation form, women also commented on the domains of their 

experience of self-reported effectiveness, ease of use, place of use, convenience 

(including storage and carrying), and the ’feel’ of the device (Figure 6.1).   
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Figure 6.1: Numbers of women reporting on effectiveness, ease of use, place 

of use, and convenience when using the device 

 

Effectiveness 

Self-reported effectiveness was provided by 50% of the women who responded to 

this question (n=4). Case 4 was a letter only, and no data were available for 

effectiveness, ease of use, place of use, or convenience.  Four women found the 

device ‘very effective’.  The other women responded that it was useful or slightly 

helpful.  Whereas one woman the device was not effective (Case 7): 

 

Ease of use 

The device was very easy or easy to use for 89% of women (n=8).  One woman 

(Case 7) advised that using the device is different from using fingers.  
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Place of use 

Five women used the device at home because of ease of access to toilet and 

washing facilities and the other three used it anywhere they needed to.  At the 

same time, other women felt confident to use it anywhere. 

 

Convenience 

Seven women responded to this question with five women finding the device very 

convenient or convenient to use, mainly because of the velvet-feel black 

drawstring pouch to store it. Two women found the device to be inconvenient.    

One of these women who identified the device as inconvenient also reported it 

very effective (Case 9).   

 

‘Feel’ of the device 

A mixture of responses from the women included it felt “fine” or “ok”.  The majority 

liked the colour of the device and its velvet-feel black drawstring pouch.  There 

was an indication of embarrassment (Case 5), and it met the needs of Case 3. 

Case 5 understood the importance of using a lubricant to improve comfort: 

Case 8 referred to needing perseverance with using the device. Other suggestions 

included design changes such as a shorter handle, a smaller carry case and 

advertising it better so other women could know about it.  Adverse events 

occurred in three cases, abdominal discomfort (Case 2), which settled after her 

first use. Case 6 reported slight pain and detailed the incremental improvement.  

For Case 7, the device did not help with emptying the rectum. 
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Preference 

Five out of all nine women (56%) preferred using the patient-centred device 

compared to their usual care.  Three women who did not prefer the device found 

that their usual care was better for them (Cases 2, 6, and 7).  One woman did not 

reply to this question (Case 9).   Table 6.2 shows the range of quotes within the 

self-reported domains. 
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Table 6.2: Quotes from the women within each of the self-reported domains 

Self-reported 
domains 

Quotes 

Effectiveness ‘it has changed my life’ (Case 3) 
‘felt comfortable and gave me more confidence’ (Case 5) 
‘great wee gadget so glad I gave it a try’ (Case 8) 
‘a good product; requires time to use it and takes fractionally 
longer than a finger’ (Case 9) 
‘not at all effective; felt I did not have the same feeling or 
control’ (Case 7) 

Ease of use ‘brilliant and it is easy to insert’ (Case 3) 
‘not unpleasant but do not get the same feeling as you do 
when using fingers’ (Case 7) 

Place of use ‘work outdoors, no way of carrying it; would prefer my own 
toilet’ (Case 1) 
‘why struggle so much when the (device) is so effective and so 
portable – fits in handbag easily’ (Case 3) 

Convenience  ‘nice handy bag to keep in bathroom – nobody knows what it 
is’ (Case 1) 
‘the carry case makes it so discreet’ (Case 3) 
‘I keep it…in my handbag’ (Case 6) 
‘but I will keep trying to see if I can get used to it’ (Case 7) 

Feel of the 
device 

‘to have somewhere to keep it out of sight’ (Case 5) 
‘everything about it is perfect’ (Case 3) 
‘important to use a lubricant; the case is excellent and a good 
idea to have somewhere to keep it out of sight’ (Case 5) 
‘Trying something different is always a challenge but the more 
you use it the easier it becomes – nice feminine colour and 
wee velvet pouch nice touch’ (Case 8) 
‘slightly painful to use, but need to practice; slightly better on 
day 2, but did not help evacuate at as much; slight 
improvement on Day 3; changing diet and eating more fibre; 
much easier on Day 5; got the knack of using it now, I like it 
and take it out just in case I might need it’ (Case 6) 
‘I was not sure if I had cleared everything out – so felt 
uncomfortable; still used fingers’ (Case 7) 

Preference  ‘No advantage over my usual care; may be more beneficial for 
women with a more severe rectocele’ (Case 2) 
‘At the moment, I am still more successful in totally emptying 
when using my finger and enema; Femmeze did push out a lot 
of unwanted air enabling the stool to be further down the 
rectum’ (Case 6) 
‘Fingers – I can feel how blocked the bowel is’ (Case 7) 
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Furthermore, the data have been summarised into case stories that helped to 

illustrate the impact of rectocele on their world, two of which are presented in 

Figure 6.2. 

Case Report A (Case 3) 

This 62-year-old female has experienced her rectocele for two years and is not 

awaiting any surgery, because she decided against it.  To manage her difficulty 

with rectal emptying she uses her fingers, but this has not been effective.  It feels 

like trying to give birth and she can feel dizzy by having to push so hard.  Using 

the device has made a significant difference to her life; it enables her to pass her 

stool easily and without strain.  Her preference is to use the device.  She has 

found helpful, easy to use, and convenient to use anywhere she needs to.   

Case Report B (Case 7) 

This 70-year-old female managed her rectocele for 45 years, which had not been 

suitable for surgery.  She uses her gloved fingers, enabling her to empty the 

rectum easily.  The only restriction she experiences with this method is when 

planning to go out.  Using the device did not provide the same relief as using her 

fingers.  After using the device, she still felt uncomfortable (stool in the rectum) 

and continued to use her fingers.  Her preference is to continue using her fingers.  

She found the device, not at all effective; it was acceptable but inconvenient.  She 

feels only able to use it at home.  However, she commented that she would keep 

using it to get used to it.   

Figure 6.2: Two case reports in the Exploratory Phase 

6.5 Summary 

The preliminary insight into the experiences of nine women via self-reported 

feedback (evaluation form and a letter) suggests positive findings on the impact of 

the patient-centred device.  The results suggest that the device offered most 

women in this small sample an improved quality of life and a reduction of 

symptoms they had been living with.  Fifty percent (n=4) of women found the 

patient-centred device effective and 56% preferred it.  Whilst this insight did not 
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provide conclusive results, it helped to unmask the concealed feelings and 

provided confidence that the research was worthy of continuing.  Furthermore, it 

delivered a stepping-stone to inform Phase 1, a systematic and structured 

investigation of the rectal emptying problem experienced by women.  Chapter 7 

details the findings from Phase 1.  
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Chapter 7 Results: Phase 1 

7.1 Introduction 

In this chapter analysis of Phase 1 will be presented, generating threads of 

evidence that contribute to the creation of the tapestry or story.  The research 

question addressed by this phase of the research was: 

Does the patient-centred device help women who have rectocele, manage 

obstructive defaecation more effectively and satisfactorily than their usual 

methods?   

The results are presented and comprise demographic and participant-reported 

data.  The primary outcome measured in this phase was the self-reported 

effectiveness of the device for participants with difficulty emptying their rectum 

secondary to obstructive defaecation due to the rectocele.  Also included in this 

chapter are further details related to the PPI between Phases 1 and 2, thereby 

reflecting the iterative nature of the research.   

7.2 Aims and Objectives 

The aim of Phase 1 was to identify if this device helps women who have rectal 

emptying difficulty secondary to obstructive defaecation, manage their symptoms 

more effectively and satisfactorily than their usual methods.  

Objectives: 

• Determine the acceptability of the device. 

• Demonstrate preliminary self-reported effectiveness of the device (comfort, 

ease of use, and quality of life). 

• Identify any changes to the device or instructions for use (needs adjustment 

to its design in terms of length/width). 
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• Determine the ease and willingness of participants to complete 

questionnaires, and ease of recruitment into a larger study. 

7.3 Demographic data 

7.3.1 Sample characteristics 

Thirty-five women between the ages of 24 and 75 years (mean age 52.63 years) 

participated in the study.  All those recruited identified as White British in terms of 

ethnicity.  Body mass index (BMI) ranged from 18.1 to 51.2 with a mean of 29. 

 

Most of the participants have two or more children (Table 7.1).  Twenty-two 

participants (62.8%) out of the 35 reported the presence of urinary incontinence.  

Two participants advised that they are waiting for bowel-related surgery (7.4%).   

 

Table 7.1: Number of participants with children 

Number 
of 
children 

Frequency Percent 

0 3 8.6 

1 1 2.9 

2 17 48.6 

3 11 31.4 

4 3 8.6 

Total 35 100.0 

 

 

7.4 Participant-reported outcome data 

The primary outcome was a self-reported improvement in managing their 

condition, as determined by completion of the validated ICIQ-VS questionnaire 
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and the validated Obstructed Defaecation Syndrome Questionnaire.  Complete 

data from pre-and post-intervention for analysis were available from 20 (57%) of 

the participants.   Although all 35 participants provided demographic data and 

completed baseline questionnaires, missing data was seen with 15 participants.  

Fully complete post-intervention data were missing for nine of them (Table 7.2). 

Therefore Table 7.2 sets into context the data completeness.  The questionnaires 

were only partially completed for six participants, leaving some questions blank 

despite handing back questionnaires.  The researcher made several attempts to 

retrieve these missing data from the 15 participants. Reasons for missing data 

included questionnaires lost during house moves or mislaid within the home; 

unsuccessful attempts to contact participants (emails, telephone, and letter); or 

posted questionnaires were lost in the post.   

Table 7.2: Summary data 

Data 
collection tool 

Number of participants who 
completed 

Complete 
missing pre-
intervention 
data 

Partial 
missing pre-
intervention 
data 

Complete 
missing 
post-
intervention 
data 

Partial 
missing 
post-
intervention 
data 

  
Pre-
intervention 

Post-
intervention    

   

Quality of life 
instrument: 
ICIQ-Vaginal 
Symptoms 

26 26 9 0 9 0 

Obstructed 
Defaecation 
Syndrome 
Questionnaire 

33 32 0 0 13 1 

Proctogram 27 NA 8 0 NA NA 

Bowel diary 24 24 9 3 9 3 

Patient Global 
Impression of 
Improvement 
(PGI-I) scale 

NA 24 NA NA 11 0 

Device 
feedback 
questionnaire 

NA 25 NA NA 10 3 

 

Participants who responded to the device feedback questionnaire (n=25) reported 

living with their rectocele for between six months to 40 years, with a mean of 11 

years.  Twenty-five participants (71.4%) reported on their usual care.  Of these, 
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57% use their fingers to help empty their rectum of the stool as part of their usual 

care, whereas 14% do not use their fingers to help empty the rectum.   

 

Twenty-seven (77%) of the 35 participants underwent proctogram clinical imaging 

as part of their usual care pathway.   All these participants were subsequently 

diagnosed as having a rectocele.  Seven participants had a proctogram prior to 

the study.  Of the twenty who attended proctogram during the study period, two 

participants took their device (Appendix 15).  Proctogram measurement for one 

participant showed that the device was positioned correctly but did not evacuate 

contrast medium.  The other participant decided not to use the device at the time 

of the proctogram measurement.  Eight women declined a proctogram because 

they did not want to proceed, mainly due to embarrassment.  Of the 27 

participants with rectoceles, 31.4% (n=11) were small rectoceles, 34.3% (n=12) 

were of moderate size and 11.4% (n=4) were large.  Trapping of contrast within 

the rectum was seen in 23 participants (85.2%); those who did not show this 

feature had small rectoceles.   

 

The distribution of rectocele size in age groups is illustrated in Table 7.3.  Most 

rectoceles were seen in the 24–55-year age group.  Twelve participants were 

below the age of 50 years.   
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Table 7.3: Age and size of the rectocele 

 Age Small  Moderate  Large  Total 

24-54 7 5 3 15 

55-64 3 3 0 6 

65+ 1 4 1 6 

Total 11 12 4 27 

 

For the 25 participants who self-reported the effectiveness of the patient-centred 

device, their body mass index (BMI) ranged from 18.10 to 40.80 (mean BMI of 

29.09).  Table 7.4 shows the distribution of device effectiveness reported by the 

participants across the BMI ranges.  The categories of slightly, useful, and very 

effective for reporting were combined for the effective column.  

Table 7.4: BMI and self-reported effectiveness of the patient-centred device 

 BMI 
Not 

effective 
Effective  Total 

<19 0 1 1 

19-25 1 9 10 

26-29 1 7 8 

30+ 2 4 6 

Total 4 21 25 

 

Participants were asked if they had been advised that their condition was suited to 

a surgical correction, if they were waiting for surgery, had they decided against 

surgery, and if there had been a previous unsuccessful surgery (Table 7.5).  Data 

were missing from 10 participants, leaving 25 participants who answered most of 

the questions.  Ten (42%) participants were advised that their condition was 
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suitable for surgery.  Of these, three (30%) were waiting for surgery and six (60%) 

had declined.   

Table 7.5: Participant response for surgery 

Surgery Yes n;(%) No n;(%) 
 

Missing 

Suitable for surgery 10 (42%) 14 (58%) 1 

- Awaiting 
surgery 3 (30%)  1 

- Decided 
against 
surgery  6 (60%)  0 

 

7.5 ICIQ-Vaginal Symptoms quality of life analysis  

Twenty-six participants (74.2%) completed the ICIQ-Vaginal Symptoms quality of 

life questionnaire.  They answered question 8a ‘Do you have to insert a finger into 

your vagina to help empty your bowels’.  The results showed a significant 

reduction in using fingers to help empty the bowel when using the device (z=-

2.844, p=0.004) with a medium effect size (r=0.395).  The median score of the 

need to use fingers decreased from baseline (Mdn = 3) to post-intervention (Mdn = 

1). 

7.6 Obstructed Defaecation Syndrome analysis 

Twenty-one participants (60%) completed the Obstructed Defaecation Syndrome 

Questionnaire.  The difference in questionnaire sub-scale responses was 

measured pre- and post-intervention using the Wilcoxon Signed Ranks Test 

(Table 7.6).  The results were significant for five variables.  Table 7.6 shows the p 

values for the five variables being below the threshold of significance (p=0.05); 

along with the z value for each, indicating that there is a significant reduction in 

difficulties to evacuate, digitation to evacuate, the feeling of incomplete 
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evacuation, straining to evacuate and lifestyle alteration.    The effect size was 

medium across four variables based on Cohen’s conventions (Cohen, 1988).  

Lifestyle alteration showed a small effect. 

Table 7.6: Changes in scores at baseline and post-intervention for the ODS 

questionnaire using the Wilcoxon Signed-Rank Test 

Variable p-value 
 

z-value 
 
Effect size 

Medication to evacuate 0.102 -1.633 0.25 

Difficulties to evacuate  0.004 -2.846 0.44 

Digitation to evacuate  0.018 -2.365 0.36 

Return to toilet to evacuate 0.464 -0.732 0.11 

Feeling of incomplete 
evacuation  

0.002 -3.082 0.47 

Straining to evacuate 0.008 -2.636 0.41 

Time needed to evacuate 0.559 -0.584 0.09 

Lifestyle alteration  0.046 -1.999 0.30 

 

7.7 Bowel diary  

Twenty-four participants completed a bowel diary pre-and post-intervention. 

Laxative use did not change pre- and post intervention in terms number of 

participants using them (Table 7.7).  It was statistically insignificant (z=-0.414, 

p=0.15) with a small effect size (r=0.06) when Wilcoxon Signed Ranks Test was 

conducted.  Two participants' laxative data were missing from their bowel diaries.   

Table 7.7: Use of laxatives 

 Laxatives Pre-intervention  Post-intervention  

Does not use 
laxatives 

11 13 

Does use 
laxatives 

15 11 

Total 26 24 
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The number of participants who experienced soiling before and after using the 

patient-centred device showed no difference (z=-0.378, p=0.71) with a small effect 

size (r=0.05).  Stool consistency type pre- and post-intervention did not show 

statistical significance when exposed to Wilcoxon Signed Rank Test (z=-0.163, 

p=0.87) with a small effect size (r=0.02).  Participants reported their stool 

consistency to vary between Type 1 and 7 (the complete range of stool types).   

 

The sense of incomplete emptying pre- and post-intervention showed statistical 

significance when exposed to Wilcoxon Signed Rank Test (z=-2.646; p=0.008), 

with a medium effect size (r=0.39) (Cohen, 1988) (Table 7.8). The median score of 

the sense of incomplete emptying decreased from baseline (Mdn = 1) to post-

intervention (Mdn = 0). 

Table 7.8: Sense of incomplete emptying at baseline and post-intervention 

result using the Wilcoxon Signed-Rank Test 

Incomplete 
emptying 

N 

Percentiles 

25th 50th (Median) 75th 

sense of 
incomplete 
emptying pre-
intervention 

23 1.00 1.00 1.00 

sense of 
incomplete 
emptying post-
intervention 

23 0.00 0.00 1.00 

 

The feeling of being blocked improved following the use of the device as indicated 

from changes in the pre- and post-intervention data.  Statistical significance was 

measured using the Wilcoxon Signed Rank Test (z=-3.317; p=0.001) with a 

medium to large effect size (r=0.48) (Cohen, 1988) (Table 7.9). The median score 
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for the feeling of being blocked decreased from baseline (Mdn = 1) to post-

intervention (Mdn = 0). 

Table 7.9: Feeling blocked at baseline and post-intervention result using the 

Wilcoxon Signed-Rank Test 

Feeling blocked 

N 

Percentiles 

25th 50th (Median) 75th 

feeling blocked 
at baseline 

24 1.00 1.00 1.00 

feeling blocked 
post-
intervention 

23 0.00 0.00 1.00 

 

7.7 Patient Global Impression of Improvement analysis 

Twenty-four participants (68.5%) completed the Patient Global Impression of 

Improvement question post-intervention.  Overall, 16 participants (66.7%) reported 

that the device was better than not using it (the responses for a little better, much 

better, or very much better are combined) (Table 7.10). 

Table 7.10: Patient Global Impression of Improvement (PGI-I) frequency of 

response from the participants 

 PGI-I Frequency Percent 

very much 
better 
 

4 11.4 

much better 
 

5 14.3 

a little better 
 

7 20 

no change 
 

6 17.1 

a little worse 
 

1 2.9 

very much 
worse 
 

1 2.9 

Total 24 68.6 
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7.8 Patient-centred device feedback 

Participants were asked to report on the device’s preference, effectiveness, ease 

of use, place of use and convenience via a device feedback form (Appendix 12).   

7.8.1 Preference 

Twenty-five participants (71.4%) responded to this question within the device 

feedback questionnaire.  When deciding on preference for the patient-centred 

device or their usual care, 60% of the participants (n=15) prefer the device to their 

usual care.  However, 16% were unsure, with six participants not choosing the 

device over their usual care.  There were missing data from 10 participants.   

7.8.2 Self-reported effectiveness 

On effectiveness, 21 participants (84%) responded.  Table 7.11 shows the results 

of comparing rectocele size as reported via proctogram measurement with the 

participant responses on the effectiveness of the patient-centred device.  Data 

were available from 19 participants.  The remaining 16 did not respond because 

either because they did not have a proctogram (22.8%) or they did not answer the 

question on effectiveness (28.5%).   

Table 7.11: Proctogram rectocele size and effectiveness of the patient-

centred device 

Rectocele 
size 

not 
effective 

 
slightly useful very 

small 1 4 2 1 

moderate 2 3 0 4 

large 0 0 0 2 
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7.8.3 Ease of use 

The ease of using the patient-centred device was reported by 24 participants 

(68.6%).  Eleven participants advised that the device was very easy to use 

(45.8%), five participants found it easy (20.8%), and eight found it acceptable 

(33.3%).  One participant responded that the device was difficult to use.   There 

were missing data from 10 participants.   

 

7.8.4 Place of use 

Of the 25 participants who responded to the question related to where they chose 

to use the patient-centred device as part of managing their condition, most used it 

at home only (n=20, 80%).  

 

7.8.5  Convenience  

Participants were asked to report on the convenience of using the patient-centred 

device, to which 24 responded (68.6%).  Nine participants advised that the device 

was very convenient (37.5%), and seven participants found it convenient (29.2%).  

Three participants reported that it was inconvenient to use (12.5%), and one 

reported that the device was very inconvenient.  Four participants reported that the 

device was acceptable (16.7%). There were missing data from 11 participants.   

 

7.9 The ‘feel’ of the device and participant suggestions 

Twenty-four participants reported on the ‘feel’ of the device (Table 7.12).  

Comments about the aesthetics of the patient-centred device were primarily 

positive.   
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Table 7.12: Participants report on the 'feel' of the device 

Participant  Feel of the device 

1 very comfortable, clean, sturdy 

2 fantastic, wonderful, life so much better 

3 slightly wrong shape 

4 comfortable 

7 comfortable, good packaging 

10 if someone saw it, they would not know what it was for 

12 
feels firm, effective, not comfortable in the hand, never feel the 
loo is long enough to manoeuvre my arm 

13 
comfortable inside, smooth, and not cold or hard, pressing is 
uncomfortable  

14 comfortable, carry bag discreet 

15 I'm quite tight but once lubricated it went in fine 

16 good shape, easy to clean, does what it should 

17 feels fine to use 

19 
comfortable when inside the vagina, not so comfortable for the 
hand holding it 

20 well made, comfortable to use 

22 smooth, comfortable 

23 definitely helps with evacuation, easy to insert, easy to clean 

26 good quality, cold to use, I feel this is more of a last resort 
device after physio, diet and exercise have been tried or if a 
person is particularly put off by using their fingers  

27 fine 

28 once I got used to it all very satisfactory 

31 felt odd at first but got used to it 

32 felt an acceptable device, the plastic was soft and not cold 

33 fairly rigid 

34 easy, comfortable  

36 I found it smooth but a little large as I am very small 

 

Fourteen participants made suggestions for improvement of the device (Table 

7.19).  Comments on deficiencies with the patient-centred device mainly focused 

on the length of the handle and width of the paddle.   
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7.10 Withdrawals 

One participant withdrew from the study within the first week of using the device 

because it did not help her symptoms.   

 

7.11 Patient Participation Involvement (PPI) 

During Phase 1, the first 11 participants were invited to attend a PPI meeting to 

inform phase 2 of the research, focusing on the feasibility element.    Furthermore, 

it was essential to have PPI to improve recruitment to the study by attempting to 

identify the potential barriers that may have existed from a potential participant's 

perspective.  Three meetings were held in total, which was held in a local hotel.  

Consent was obtained to record the discussion using a tabletop voice recorder.  

The researcher facilitated the meeting, supported by the research information and 

data officer.  The aim was to explore their views about being involved in the 

research (e.g., completing questionnaires, access to support) and seek their 

opinion on recruitment opportunities in the next phase of the study.  The meeting 

initially set out to meet PPI principles.  However, the experiences shared by the 

women shifted it into a focus group-type discussion.  Although this was not the 

initial intention, the keenness for the women to share their personal stories was 

evident, and therefore allowed to flourish.   

 

The group members expressed the extent of the suffering and feeling of isolation 

that they and other women experience.  Support for the study was widespread 

amongst those who attended the PPI meeting.  Women told their stories of living 

with the problem and shared their experiences of being involved with the research. 

A richness and honesty emerged, which was unexpected.  Their candour was 
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humbling.  The extent to the suffering and feeling of isolation expressed by these 

women further helped to validate the reason for doing this research.   

 

The learning from this PPI process highlighted the lack of written consent to use 

the information that emerged in the PPI group meeting, which subsequently did 

receive NHSREC/HRA approval to use.    Furthermore, challenges included a risk 

of bias and influence due to the quadruple role (investigator, inventor, clinician, 

and PPI facilitator).  Especially that women would not disclose research 

weaknesses and scope for improvements.  The atmosphere was genial and 

supportive, helping mitigate the need for intense facilitation.  Themes emerged, 

along with keywords/phrases, and were captured following verbal consent to 

record the meeting.   

 

Ideas for strengthening the study included more support at being recruited, such 

as a second face-to-face visit.  The conversation revealed concerns and anxieties 

that had not been previously considered.   For instance, fear of using patient-

centred devices for the first time for some women.  Even though there was verbal 

tuition on using it, being shown how to use the device was not initially built into the 

methods.  An idea for a patient education video offering a step-by-step guide was 

welcomed.  Furthermore, this would assist women in having an ‘introduction to 

you’ section, especially for women who are not familiar with their bodies.  The 

extent of suffering in silence was emphasised by one woman who had not spoken 

to anyone, and she believed she was the only one with such a problem.   
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Encouragingly, it was felt that the intervention period of eight weeks was just 

about right, to allow the early fumbling of using the patient-centred device.  As one 

woman put it, ‘…you can write off the first week because it can take that time to 

get used to it’.  When asked about the questionnaires, most found them easy to 

complete, yet failed to capture all they had to say.  An area for immediate 

improvement was the questionnaire guidance, which was not explanatory enough 

from their perspective.  A welcome addition for them was the opportunity to speak 

about their experiences.  Therefore, adding in interviews was greeted positively 

and they felt that recruitment opportunities could be strengthened by using posters 

within GP surgeries.  Enthusiastically they suggested the types of language that 

could be included on a poster (Appendix 7), initially used within secondary care to 

encourage women to ask about the project.   

7.12 Summary 

Chapter 7 has contributed to the creation of the tapestry or story by reporting on 

the data collected via questionnaires pre-and post-intervention of using a patient-

centred device, which used quality-of-life instruments (ICIQ-Vaginal Symptoms 

and Obstructed Defaecation Syndrome Questionnaires).  Most participants used 

their fingers as part of their usual care to manage the rectal emptying difficulty, 

some living with a rectocele for up to 40 years.  Most women were diagnosed with 

a small or moderate-sized rectocele via proctogram clinical imaging.  Using the 

device reduced their need to use fingers.  Difficulties with rectal evacuation, 

digitation to evacuate, the feeling of incomplete evacuation, straining to evacuate 

and lifestyle alteration all improved when the device was used.  Laxative use, 

soiling, and stool consistency were not different before and after using the patient-

centred device.  However, the sense of incomplete emptying and feeling blocked 
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improved.  The results suggest that the patient-centred device helped participants 

reduce the need to use their fingers and offered them a better lifestyle. They 

reported that the patient-centred device was better than not using it, reporting 

positively on preference, effectiveness, ease of use, and convenience.  The PPI 

group provided valuable information on improving recruitment and progressing the 

research.  Missing data have been reported but not analysed.  Additionally, the 

patient participant involvement and the output informed the study.  Chapter 8 

reports on Phase 2 of the mixed methods design. 
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Chapter 8 Results from Phase 2 

8.1 Introduction 

In this chapter the results of the qualitative phase will be presented, which offers 

another thread in the weaver’s tapestry and sought to answer the following 

question:  

What is the lived experience like for women who experience difficulty 

emptying their rectum because of obstructive defaecation secondary to 

rectocele? 

Participants who had completed Phase 1 were invited to take part in Phase 2.    

Firstly, the demographic and interview process are detailed.  Secondly, participant 

experiences living with rectal emptying difficulty because of rectocele is described, 

and results are presented as descriptive text and tables. 

8.2 Aims and objectives 

The aim of phase 2 was to understand more fully what the lived experience is like 

for women with rectal emptying difficulty. 

Objectives: 

• Learn and understand the experience of women living with the problem. 

8.3 Description of participants 

Twenty-six participants were interviewed.  The age range was 24 to 75 years 

(mean age 55.42 years).  The interview duration ranged between 20 and 60 

minutes, and all took place in a location of the participant’s choice between 

September 2015 and November 2018.  Participants were identified via secondary 

care consultants when attending an outpatient clinic appointment and following 

their recruitment to Phase 1, were subsequently invited to interview.     
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8.4 Interview process and characteristics 

The interviews were for as long as the participant wanted to talk.  Although on 

average, the interview was approximately 30 minutes in length.  All but two 

participants chose an NHS site.  These two participants chose a local public house 

in their hometown at the quiet times to maintain privacy.  None chose their own 

home.  Two other participants decided to bring along their partners for support.  

Silences were a frequent feature, which reflected the times when the participants 

struggled to articulate their thoughts.  For many, the deepening of their thoughts 

led to tearful episodes.  When describing their use of fingers, this tended to be a 

trigger for their tears.  Despite offering to stop the interview and reschedule, none 

chose to do so and wanted to continue.  The fluency of the interviews varied from 

a flowing discourse to staccato.  The latter was with a participant who struggled to 

find words to describe her situation, other than the practical application of what 

she was doing daily.   

8.5 Framework analysis  

Framework analysis (Gale et al., 2013, Pope et al., 2000) enabled flexibility and an 

in-depth look into the lives of the women living with rectal emptying difficulty.  The 

seven steps provided a systematic approach to the analysis of the qualitative data 

and allowed for modification of questioning arising from the emerging themes 

(Table 5.5 see section 5.9.4).  The semi-structured interview schedule aimed to 

draw out experiences of living with the problem.  A priori concerns, supported by 

themes emerged from the exploratory phase, included:  

• Living with the problem (Chapter 6):  

o Mechanical problems 

o Physical effects 



157 
 

o Psychological impact  

• Using the patient-centred device 

• Being part of the study 

8.6 Themes from the interview data 

Analysis of the interview data (26 participants and one PPI meeting transcription) 

revealed six themes: knowledge, consequences, finding a solution, psychological 

impact, coping, and physical impact.  The themes emerged from thirteen 

categories and forty-three codes (Figure 8.1). Figure 8.1 illustrates a theme 

relationship prompted by the number of aggregated coded references for the 

theme, devised from the framework matrix (Appendix 18). 

   

Figure 8.1: Relationship of themes 
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8.7 Coding agreement  

Coding was checked with an independent reviewer for five participants' 

transcripts. The coding agreement was reviewed using Kappa Coefficient (Wan et 

al., 2015), applied within NVivo 11.  Fair to a good agreement (0.4543) on coding 

was established and offered confidence with the process.  Although considered 

controversial to use a quantitative measure to qualitative data, maximising the 

trustworthiness of the coding process adds strength (O’Connor and Joffe, 2020).  

Any disagreement was resolved by discussion.  An example of the coding journey 

from the framework matrix is seen in Appendix 19. 

8.8  Theme: Knowledge 

The theme of knowledge materialised from the highest number of codes (Table 

8.1).  Within this theme, three categories emerged: communication and 

information, metacognitive knowledge, and factual knowledge.  Codes that fed the 

categories resulted from the participant comments.   

Table 8.1: Knowledge theme, category, and code 

Theme Category Code 

 
 
Knowledge 

Communication and information Raising awareness 

Metacognitive knowledge Knowledge of self 

Perception of self 

Toileting experience 

Factual knowledge Seeking understanding 

 

8.8.1 Communication and information 

Participants’ comments encapsulated the importance of raising awareness.  For 

example, one participant shared her experience of stumbling across the method of 

digitation to manage her problem, which made her feel alone because of the lack 

of information:       
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I came across it just by chance that but I could use my thumb I 
didn’t know that’s what other people had to do so it would be 
good if there was more information out there are other people 
out there that have to do this sort of thing and it just doesn’t 
make you feel like dirty or you’re the only one (Participant 29) 

The paucity of verbal or written information, especially within primary care, 

exacerbated feeling alone and searching for opportunities to talk as portrayed 

below: 

There’s nothing out there talking about this but even if you go 
into your doctor’s surgery you sit down and what do we do you 
know we said as we scan the walls and were looking and 
reading whatever information that’s up there do you know even if 
there was a poster sort of saying are you experiencing bowel 
problems you know this could help it would insight maybe an 
interest that somebody could actually ask (Participant 10). 

8.8.2 Metacognitive knowledge 

Participants identified that self is essential in their experience of living with rectal 

emptying difficulty.  As Participant 21 revealed, knowing more about one’s own 

body was important: 

……I know the function of it now and what it looks like and I 
know what goes where and I know how it comes out and now 
I’ve got that and I’ve got that picture and I’ve got the ways that I 
squeeze in this way and that way and I take my time it all makes 
sense and I sort of visualise it a little bit (Participant 21) 

However, perception of one’s own body can be challenging to accept for some as 

participant 21 went on to say: 

…the prolapse was very ugly and horrible when it protruded 
(Participant 21) 

Early toileting experience influenced beliefs about disgust related to bodily 

functions as one participant portrayed it: 

..because I thought that bodily fluids and stuff like that it was just 
disgusting (Participant 36)  
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This participant also portrayed bodily function as something that was done in 

private only: 

if you passed wind in our house it was like oh you had to go to 
the bathroom to do it (Participant 36) 

8.8.3 Factual knowledge 

Receiving facts about their condition, for instance during clinical imaging, provided 

clarity: 

the first time I heard the word digitation was when I had the 
proctogram and thought oh that’s an easier way of 
understanding it (Participant 22) 

8.9 Theme: Consequences 

The second dominant theme was consequences (Table 8.2).  Two categories 

emerged, which were the external and internal locus of control.  Codes that fed 

the categories resulted from the participant comments.  

 

Table 8.2: Consequence theme, category, and code 

Theme Category Code 

 
 
 
 
 

Consequences 

External locus of control Bullying and abuse  

Gender 

Impact of childbirth 

Impact on working 

Aging 

Inconvenience 

Internal locus of control Intimacy with others 

Lack of control 

Skin health  

Social Isolation 

Time constraint 
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8.9.1 External locus of control 

The participants’ stories revealed several descriptions relating to an external locus 

of control.  These stories informed various codes of bullying and abuse, gender, 

the impact of childbirth, impact on working and ageing. These were all factors that 

led to consequences outside of their control.  One interview was particularly 

harrowing as portrayed by participant 25, who highlighted the graphic nature of 

bullying and abuse:   

he would go in my vagina up to his elbow I would clamp and it 
would take an hour for him to or for me to release um and calm 
down whatever state I’m in I would find that that was some 
cause of block (Participant 25) 

No other participants revealed abuse of this nature.  However, several commented 

on the gender contrast and how men appear to have a different view of bodily 

functions:   

men talk about going to the toilet they do don’t they, they call it 
shit, shave and shower so they are quite happy (Participant 13) 

 
One participant describes how the impact of childbirth can lead to longstanding 

difficulties with the bowel: 

it’s been ongoing really for the past 30 odd years um I suppose I 
started having problems after my first child who is now 35 and it 
continued on and off throughout after that (Participant 16) 

The consequence for one participant was profound “I lost my career” (Participant 

15).  When asked about any worries about living with rectal emptying difficulty, the 

inconvenience of lack of public toilets was highlighted: 

 there are so many public toilets that are closed down that’s it’s 
now making it a problem (Participant 8) 

Likewise, the thought of what would happen in the future was a concern: 
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I started to think what is going to happen in my extreme old age 
or I have a stroke or something like that I cannot empty my 
bowel without assistance (Participant 14) 

8.9.2 Internal locus of control 

Several codes reflected participants' influence on their internal control, both 

positively and negatively.  Five codes were assigned to this category: intimacy 

with others, a lack of control, skin health, social isolation, and time constraint.   

Being intimate with another person was a concern for some people as reflected by 

the comments from one participant: 

I’ve got on with life fine but I mean I did start a new relationship 
just over a year ago and that was very very conscious you know 
I was very frightened of making love in case because I’m very 
windy with this as well (Participant 23) 

Furthermore, the lack of control of bodily function when out and about appears to 

take its toll, as described by Participant 8: 

Yeah ooh yeah I mean you know you’re walking in on the street 
you can actually feel it coming out of you, you feel all wet and 
slimy and oh no not again and you’ve got not control over it I 
think that’s what it is the control having no control over your own 
body (Participant 8) 

 
The size of the rectocele created further problems in that when a rectocele is 

large, falling outside the vagina and the risk of skin damage.  The consequences 

can be significant: 

they were slightly worried because it was quite large that it would 
ulcerate (Participant 23) 

Becoming socially isolated was a standard feature, as represented by Participant 

36:  
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not so willing to go out and about all the time you know 
spontaneously whereas I would do before but I think that just 
because it knocks your confidence a bit (Participant 36) 

 
Participants also expressed issues related to the time constraints of managing 

rectal emptying: 

then you’ve got to sit on the toilet then you’ve got to get your 
stool out and then you’ve got to you know assume the right 
position on the toilet and then you’ve got to make sure you’re 
breathing properly and all of this is happening and then by the 
time you have got around to it you think do you know what’s the 
point I can’t be bothered now and it honestly just gets you down 
(Participant 15) 

8.10 Theme: Finding a solution 

Finding a solution was the third theme (Table 8.3), reinforced by the categories, 

diagnostics, interventions, and surgery.  Like the other themes, codes that fed the 

categories resulted from the participant comments. 

Table 8.3: Finding a solution theme, category, and code 

Theme Category Code 

 
 
 
Finding a solution 

Diagnostics Having investigations 
 

Interventions Patient-centred device 
 

Using fingers 
 

Surgery Waiting for help 

 

8.10.1 Diagnostics 

Participants explained how clinical imaging such as a proctogram was 

enlightening and formed part of their journey to discovering what is happening to 

them:  
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We did the proctogram and it was like oh my goodness oh my 
god but it still took a while to find out exactly you know what was 
wrong but the bowel is very complex (Participant 36) 

However, one participant sourced information on the proctogram from the internet, 

which was alarming for her:  

And so then I got the information from the internet and it was like 
a horror story I thought oh that’s going to be really embarrassing 
I didn’t know what to expect (Participant 29) 

8.10.2 Interventions 

Participants were asked about their use of the patient-centred device in the 

intervention phase of the study.  Participant 12 commented on her reactions to 

having access to an option for a non-surgical approach: 

Well I was so amazed and that there was something that could 
be done about this which wasn’t an operation because I knew 
that operation was a horrible one and that was what I was really 
dreading (Participant 12) 

Alternatively, participants who used their fingers to help empty their rectum 

sourced how to do this via a friend:  

I happened to mention it to a friend of mine that I work with she 
was a nurse and she said well just stick your finger in your 
vagina and push down and it was like a miracle because I had 
sat there and then I had got addicted to laxatives (Participant 17) 

Or participants navigated their way to this intervention as expressed by Participant 

18: 

As I just got older and my muscles had given up I just slowly 
realised that I couldn’t I had to sort of um start to put my fingers 
up (Participant 18) 
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8.10.3  Surgery  

Waiting for help was, for many, in the shape of surgical intervention.  For some, as 

described by Participant 20, the progression to surgery can take time and be 

associated with a deterioration in symptoms, with the need to digitate: 

I told the doctor a few times why have I got to and the doctor his 
very words to me were, he said that there are quite a few people 
that have to do that, nothing else was said then it wasn’t looked 
into. It wasn’t until I had those other symptoms that it was looked 
into then (Participant 20) 

Alternatively, some surgery was considered a ready solution: 

I thought maybe there’s just an operation they can do that and I’ll 
be back to normal but it isn’t as simple as that (Participant 29) 

8.11 Theme: Psychological impact 

The theme of psychological impact identified various emotional factors (Table 8.4).  

As before, codes that fed the categories resulted from the participant comments.  

 

Table 8.4: Psychological impact theme, category, and code 

Theme Category Code 

 
Psychological 

impact 
Emotional factors 

Embarrassment 

Fear 

Feeling alone 

Feeling angry 

Feeling anxious 

Feeling depressed 

Feeling distressed 

Feeling helpless 

Feeling like a burden 

Frustration 

Self-esteem 

Validation 
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8.11.1 Emotional factors 

All participants portrayed several emotions, including embarrassment, fear; feeling 

alone, angry, anxious, depressed, distressed, helpless, and feeling like a burden, 

whilst frustration, self-esteem, and validation captured the essence of their 

emotions.  A key barrier to seeking help for many was an embarrassment as 

reflected by the following comment: 

I was just too embarrassed to go and seek help and I just put up 
with it (Participant 29) 

Furthermore, fear for what might happen was genuine: 

That maybe umm it could lead to serious bowel problems where 
umm whatever it is needs to be taken away or can’t be repaired I 
don’t know what I’d do with myself I really wouldn’t (Participant 
22) 

Feeling alone and a minority were prevalent in the comments of the participants:  

And you don’t know if anyone else that problem you think well 
maybe it’s just me and then you think you’re in the minority 
(Participant 36) 

However, anger was never far from the surface for some, as Participant 15 

expressed: 

Sometimes I would have outburst because I would be really 
annoyed and I would just say to someone this is what’s going on 
what would you feel if it was you and you do get angry and you 
do get kind of oh I wish I didn’t say that now (Participant 15)     

She went on to describe further her feelings of distress:  

I’m quite a strong character you know and at my weakest 
moments It has just been what’s the point you do wonder not 
why am I here but it’s like why am I getting this punishment.   

Furthermore, Participant 15 voices her sense of helplessness: 
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If you keep thinking I can’t do this I can’t do that your bodies 
going to say my brains telling me I can’t do it so I my brain is 
right so I won’t go to the toilet 

Other emotions such as anxiety and depression intersperse the participants’ 

stories: 

 I just thought oh my god I hope that it isn’t a big one because 
you can feel the wetness and especially I used to turn my music 
up in my room so if I did fart then they wouldn’t hear me and you 
know it was just so I mean the girls in work know I told them they 
know about it and we just made a joke of it (Participant 23)   

It’s probably made me more depressed because you can’t get 
out of the house (Participant 13)   

Participant 13 continued to say how she felt she was a burden:  

I wasn’t able to talk about it freely or discuss it in more detail and 
because I had had so many things wrong I thought he was 
probably thinking oh another thing on the list 

In response to a wide range of emotions, participants articulated a sense of 

frustration:  

Especially when I’ve had a really big stool in there and it’s been 
difficult to pass I think oh my god this is ridiculous that’s the 
phrases that come to mind this should be happening (Participant 
26)     

Participant 12 portrayed recognition that self-esteem is essential in their life 

journey and having someone to discuss the problem with: 

Because you were the first person I could discuss it with um and 
it might have been an unlocking of a lot of my lack of self-esteem  

A sense of validation helped to reclaim a sense of self:  

I’ve got a name and I know that I’m not weird and you know it’s 
not something that has only ever happened to me there are 
people out there that have the same sort of thing and um there 
are ways that it can be rectified and ways that it can be 
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managed which is the good thing rather than just sitting there 
thinking I’m weird (Participant 32)   

8.12 Theme: Coping 

Tolerance and mastering as essential elements for coping with rectal emptying 

difficulty (Table 8.5).  Codes that fed the categories resulted from the participant 

comments.  

Table 8.5: Coping theme, category, and code 

Theme Category Code 

 
Coping 

Tolerance Being part of life 

Getting on with it 

Secrecy and stiff upper lip - coping 

Mastering Sharing 

 

8.12.1 Tolerance 

Participants described their coping mechanisms as having to be tolerant and 

likened it to being part of life: 

I can’t remember for a long long time going to the toilet normally 
without having to do something (Participant 13)   

Additionally, having to get on with it appeared to be acceptable, especially when 

compared to other health of life situations: 

Well I just coped with it its part of nature so I have had three kids 
so I just thought it’s just the way it is I mean for goodness sake 
it’s not like being diabetic or something is it or having your leg 
amputated or living in a refugee camp or anything like that at all 
you know its inconvenient but it’s not I didn’t find it majorly 
traumatic (Participant 27)   

Participants' viewpoints shared a sense of keeping the bowel dysfunction hidden.  

Their comments portrayed secrecy and stiff upper lip: 

It wasn’t something I was ashamed to do but it wasn’t something 
that I wanted to shout from the rooftops and say this is what I’m 
having to do (Participant 10) 
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8.12.2 Mastering 

Being able to master changes in their lives brought about by their bowel 

dysfunction has been positive for some participants, as Participant 21 put it: 

I went back to work she made me write a diary and put things in 
that I should do you know like do the dishes or hoover the stairs 
or shop for your meals or and I broke my whole life down into 
little bits and put them in a little diary sheet and work back from 
there and it was brilliant (Participant 21) 

Furthermore, having the courage to share what is happening with those closest to 

them: 

I felt embarrassed and dirty and I hated it and actually the first 
person I told was my husband because I found I could tell him 
anything (Participant 29)     

8.13 Theme: Physical impact 

This theme exposed the least number of references from participants to a physical 

impact, in which both internal and external factors emerged from that comment 

(Table 8.6).  Codes that fed the categories resulted from the participant 

comments.  

Table 8.6: Physical impact theme, category, and code 

Theme Category Code 

 
 
 
 

Physical impact 

Internal factors Feeling blocked 

Feeling of something coming 
out 

Feeling relief 

Pain 

Mechanical impact 

External factors Hygiene 

Toilets 
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8.13.1 Internal factors 

Participant 13 summed up what some participants expressed in terms of what it is 

like to feel blocked with stool: 

Wake up in the morning completely impacted to the point that it 
would feel like you know where your anus is it was double the 
size inside so then no chance in a million years sometimes I 
would have to put loads of Vaseline on my fingers and put them 
in and just break it up into pieces (Participant 13)     

The feeling of something coming out was described by Participant 26 as:  

It feels like having another baby  

Feeling relief from evacuating stool from the rectum “is that ahhh” as Participant 

10 revealed.  Some welcomed having diarrhoea to experience a clear-out of stool: 

It was quite a relief to get a bug because it gave me a chance to 
empty out (Participant 16) 

Having a gut loaded up with stool could be painful: 

 My job is an apprentice electrician bending over and stuff was 
so painful because your belly would be so full (Participant 15)     

Attempts to empty the rectum required using mechanical motion and forces: 

I sort of rock forward and drop back in position and squeezing 
and sit for anything up to an hour (Participant 8)     

8.13.2 External factors 

Within this category, hygiene was frequently mentioned by the participants: 

I had the neurosis about the hygiene and making sure that I was 
clean. That is my biggest worry that is quite big on list that was 
my biggest worry that I would give myself a horrible disease by 
touching a door handle and then not sterilising my hands 
(Participant 17)   

Being able to clean up when needed is not always easy: 
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I want to get in a bath and if that’s happened at work and its only 
quarter to ten, I’ve got another three hours before I can leave the 
premises (Participant 22) 

Toilet access that can accommodate easy clean-up required the use of disabled 

facilities: 

I found one of the disabled toilets that’s a single cubicle with a 
sink in it and then I can lock myself in there and I can relax 
rather than be in a cubicle and hear people coming and going 
and chatting and things that’s doesn’t help (Participant 21)     

8.14 Summary 

This chapter focused on what the lived experience is like for women with rectal 

emptying difficulty.  Using framework analysis, the findings have been presented 

from semi-structured interviews with 26 participants who were also part of Phase 

1.  Data analysis revealed six themes, knowledge, consequences, finding a 

solution, psychological impact, coping, and physical impact.  Interviews revealed 

the suffering they were experiencing, and many had difficulty in putting what it was 

like into words. Knowledge was the predominant theme that emerged from the 

interviews, followed by consequences, finding a solution, psychological impact, 

coping, and physical impact.  Coming into view has been the suffering 

experienced by participants.  The next chapter pulls together the findings into the 

discussion.   
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Chapter 9 Discussion 

9.1 Introduction   

Presented in this chapter will be the discussion and synthesis of the key findings 

from the two research questions that the thesis set out to answer:  

1. Does the patient-centred device help women who have rectocele, manage 

obstructive defaecation more effectively and satisfactorily than their usual 

methods?   

2. What is the lived experience like for women who experience difficulty emptying 

their rectum because of obstructive defaecation secondary to rectocele? 

The results indicate that women can benefit from the patient-centred device, which 

offers a self-initiated alternative to digitation for coping with rectal emptying 

problems. Furthermore, the women in this research have been given a voice, and 

their lived experiences and suffering, have been disclosed.  The exploratory phase 

(Chapter 6) provided preliminary insight into the experiences of nine women via 

self-reported feedback (evaluation form and a letter).  Whilst this insight did not 

provide conclusive results, it helped to unmask the concealed world of women 

living with this problem and provided confidence that the research questions 

warranted exploration.  Results from Phase 1 (Chapter 7) demonstrated that the 

patient-centred device enabled participants to reduce the use of their fingers to 

help rectal emptying.  Phase 2 (Chapter 8) focused on what the lived experience is 

like for participants with rectal emptying difficulty.  From a weaver’s perspective, 

the weaving of individual threads to make up the whole, and it is this that the 

chapter offers, a pulling together of the findings.  The three phases of this 

research are brought together, providing depth, and meaning that none of them 

alone could supply.  Thus, this chapter is structured by seeking to understand, 
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self-management, conservative measures, and medical device development.  

Furthermore, an alternative to usual care, which integrates the mixed methods 

findings.  Lastly, feasibility will be discussed along with implications on improving 

healthcare for women with rectal emptying difficulty with focus on the conceptual 

framework, including methodological limitations.  The MMR design facilitated 

integration, and therefore, interpretation of the findings further enhanced the 

mixing.  A key strength is the pioneering nature of this research.  The invention of 

the patient-centred device was the catalyst to reveal suffering experienced by the 

participants.  The device created a serendipitous opportunity.  Just as previous 

inventors have witnessed (Bennett and Chung, 2001, Gorman, 1995), discovery 

requires curiosity, flexibility, ability to learn from mistakes, and passion for the 

subject.  Whilst looking to solve a problem in clinical practice, something else 

useful emerged, that being how these women coped.   

9.2 Seeking to understand 

Seeking to understand draws upon the exploratory phase of this research.  A 

small cohort of self-selected women who self-purchased the patient-centred 

device, already on the market, completed the evaluation form contained within the 

packaging offering feedback on their use of the device.  The information provided 

gave valuable insight into their experiences of coping with the problems of 

rectocele.  The difficulty these women had with defaecation is striking, which most 

people with normal function take for granted.  The tendency for bowel function to 

be innocuous, implicit, and assumptive is interwoven within the feedback.  The 

literature on stoma formation explores a possible explanation for these findings, 

which refers to bowel dysfunction destabilising the relationship with the bodily self.  

For example, Thorpe (2016), in her qualitative study of lived experience with 
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stoma formation in 12 participants, identified the impact in perception between 

body and self.  Similarity is drawn from the work of Reinwald et al. (2018), who 

make reference to bowel uncertainty, struggle, and preoccupation with the bowel.  

Thereby, the preliminary insight into these women’s experience showcases the 

unfortunate circumstance that bowel function is rarely discussed (Meyer and 

Richter, 2015).  For instance, only nine of 700 women decided to feedback who 

had self-purchased the device, suggesting that privacy is vital to them.   

 

Bowel function is mainly a private affair, and for some, it takes courage to raise 

symptoms with health care professionals, fear and shame possibly lead women 

finding ways intuitively to manage their problem.  Thus, underreporting is not 

uncommon (Brown et al., 2017).  In a cross-section survey study of 172 women 

attending urogynaecology clinics, Bezerra et al. (2014) identified lower quality of 

life in those with unreported bowel symptoms.  They also highlighted the tendency 

for professionals to fail to enquire about symptoms and for patients not to disclose 

them.  Commonly women find ways to manage their rectal emptying difficulty by 

using their fingers to add pressure to the perineum or insert them into the vagina 

or rectum.  If this is not effective, the constant feeling of needing to defaecate can 

lead to numerous toilet visits and thus altered mood.  Two women (Case 4 and 6) 

in the exploratory phase commented on how depression resulted from failed 

attempts to defaecate easily despite increasing laxative use and implementing a 

double method (fingers plus enema) to empty the rectum.  Therefore, self-

management can be defined by these types of behaviours and active participation 

in problem solving (Corbin and Strauss, 1988). 

 



175 
 

9.3 Self-management  

The extremes of self-management interventions that women implement often go 

unrecognised with a minimal clinical inquiry.  Lefevre and Davila (2008) believe 

similarly, despite focusing predominantly on surgical intervention, suggesting that 

plainspoken conversations with women are essential.  Self-management 

intervention for rectal emptying difficulty is rarely seen in the literature, as 

identified by the scoping review in Chapter 3. The scoping review identified only 

two health care-initiated interventions: biofeedback therapy, and pelvic floor 

muscle rehabilitation.  Even so, authors such as Mustain (2017) are beginning to 

distinguish between medical management using interventions before the option of 

surgery.  His appreciation of clinical decision-making for either a non-surgical or 

surgical approach is grounded in having thorough consultations with patients.  

Furthermore, surgical correction can usually restore anatomy but not necessarily 

reduce clinical symptoms (Sugrue and Kobak, 2016).  This challenge needs to be 

reconciled before any offer of surgical intervention.  Although the literature falls 

short of tackling how women manage before they present to healthcare, slow 

progress is being made.    

  

Women using the patient-centred device in the exploratory phase noticed 

improvement.  Furthermore, it highlights that these women reached out 

independently to seek a solution.  Many women can feel alone with their 

symptoms as reflected through each phase of this research.  Restoring normal 

bowel function is undoubtedly a goal for most people (Hornsey et al., 2018).   

Hornsey et al. (2018) refer to human nature as aspiring to be in excellent health as 

the ‘maximization principle’ (page 1). Interestingly they identified cultural holism, or 
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how the self feels connected to the social network, as a key factor in seeking 

perfection.  In contrast, they suggest a counter-position, a ‘moderation principle’ 

(Hornsey et al., 2018 p.2), whereby the individual has less expectation on 

perfection.  In other words, imperfection is just as worthy.   Hornsey et al. (2018) 

studied parts of the world (Europe was omitted) that nurtured embedded religion, 

such as Buddhism or Hinduism.   However, the ‘moderation principle’ concept may 

help explain why women put up with suffering, especially if they do not feel 

connected to a social network.  Although this research did not explore the social 

network connections for participants, there is suggestion of what women may 

tolerate.  For example, mechanical, physical, and psychological impact of rectal 

emptying difficulty in everyday life.  However, with the help of this research, 

women may start to voice their suffering and seek treatment.  For instance, 

despite feeling alone, one woman provides information where she identified that 

her laxative use decreased after using the patient-centred device, and ‘normal 

functioning’ (Case 4) was restored.  Likewise, most of the other women in the 

exploratory phase commented on the positive impact the patient-centred device 

had made, such as ‘it has drastically changed my life’.  The women for whom the 

patient-centred device was not helpful did not notice an advantage of using the 

device as opposed to their usual care (Case 2, 6, and 7).  Regarding benefit, one 

comment about the device suggests it being more beneficial for those with a more 

severe rectocele.  Overall, 56% of the women preferred patient-centred devices 

(five of the nine women).   

 

Self-management decision-making draws attention to underlying assumptions of 

non-compliance (Paterson et al., 2001).  One woman preferred to continue with 
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using her fingers for rectal emptying, despite the device being helpful.  Paterson et 

al. (2001) offer a critical analysis of the non-compliance assumption and suggest 

that healthcare professionals tend to deem self-management decision-making as 

successful only if harmonious with healthcare advice and opportunities.  More than 

ever, self-management is considered integral to the NHS strategy of personalised 

care (Hibbard and Gilburt, 2014).  Of course, NHS motivations will draw upon 

reducing the cost of healthcare but improving patient outcomes.  However, 

effective self-management will require patients to receive problem-solving skills 

and not just information giving (Bodenheimer et al., 2002). Consequently, 

respecting women’s decision-making is integral to self-efficacy (Bandura, 1977a) if 

complimented by adequate information and problem-solving skills to avoid 

compromising patient safety.  In summary, self-management is an essential 

component of a conservative measure approach, although minimal literature exists 

(Dumoulin, 2016). 

9.4 Conservative measures 

Conservative measures need to be exploited, yet sensitively, considering 

individual preferences (Hicks et al., 2014a).  Without opportunity for conservative 

measures, progression to surgical intervention may escalate.  One major issue is 

the lack of evidence comparing three groups, no intervention, conservative 

measures and surgery (Aubert et al., 2021).  Therefore, consistency in health care 

delivery may be variable and thus several questions need to be answered that 

requires further research.  Rectocele burden and its consequences are scarcely 

known (Lefevre and Davila, 2008).  As mentioned previously, much of the 

literature presents surgical approaches to posterior compartment prolapses, of 

which rectocele is one.  So far, there appears to be scope for improving the care 
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pathway for women at the point of presentation in primary care.  Enhancing 

existing care pathways is an opportunity that can emerge from this research.  

Delaying surgical intervention or avoiding it should guide assessment and 

treatment.  In a prospective evaluation by Hicks et al. (2014a) on 90 women with 

obstructive defaecation and rectocele treated conservatively, 71.1% improved 

their symptoms.   Whilst the results are encouraging, there needs to be more 

explicit information available to healthcare professionals and patients of what 

options are available, underpinned by the best evidence. The scoping review 

(Chapter 3) revealed two healthcare-initiated interventions (biofeedback therapy, 

and pelvic floor muscle rehabilitation) but no self-care-initiated interventions.  It is 

not known how many participants in the study (Hicks et al., 2014a) had previously 

used these interventions.  The patient-centred device may have the potential to be 

added as a self-management intervention into care pathways, which will offer an 

alternative option for women wanting to avoid or delay surgery.  The patient-

centred device showed most women who fed back on their experience in the 

exploratory phase an improved quality of life and a reduction of symptoms they 

had been living with.  Although the sample size was small, the strengths of 

exploration revealed the lived experiences of women, who provided unsolicited 

feedback, offering rich detail about their condition and the impact it has on their 

life.  Furthermore, the issues of device design are valuable to consider, such as 

the convenience of use and in what clinical circumstance would it work best. 

9.5 Medical device development  

User-centred feedback assists with verification to inform medical device 

development (Kuhl et al., 2020). Integrating comments from women about their 

experience of using the patient-centred device is considered valuable (Martin and 
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Barnett, 2012).  Martin and Barnett (2012) acknowledge the complexity of medical 

device development and encourage user feedback to amplify impact in the clinical 

world.  That said, clinical innovators are often challenged by limited data and 

inconsistent processes (Krantz et al., 2017).  Therefore, when considering the 

responses from the women about self-reported effectiveness, ease of use, place 

of use, convenience, storage, and carrying, and the ’feel’ of the patient-centred 

device, their voice needs to be heard so that device development is strengthened.  

The general overview from women described the device as useful, easy, and 

convenient; and felt it acceptable to use.  Suggestions for design change included 

the device being made less solid may reflect the degree of rectocele (Case 2) for 

which it will be most effective; also, the suggestion for the device to be half inch 

shorter on the handle (Case 5).   Case 7 responded that the patient-centred 

device was not effective and was inconvenient to use.  This woman reported that 

her rectocele has been a problem for 45 years.  Maybe due to mastering her 

technique of using fingers over such an extended period, a new way of managing 

the problem is not helpful.  Unfortunately, participants were not involved at the 

front end of development for this device.  However, their contribution with testing 

and assessing is critical, which has been recognised through this research.   

 

Likewise, via the device feedback questionnaire in Phase 1, most participants also 

reported positively on preference, effectiveness, ease of use, and convenience of 

the device.  Furthermore, their comments on the ‘feel’ of the device were 

encouraging.  Constructive suggestions for improvement included the size and 

style of the device.  Interestingly the variation of participant comments for a 

smaller, wider, longer, or shorter device reflects the potential need for additional 
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designs.  Seeking the aesthetic perspective of a product is supported by 

engineering frameworks (Liberman-Pincu and Bitan, 2021).  It facilitates improving 

the device to reach a wider cohort for self-selected purchase and future 

investigation.  However, it is uncertain from the findings, the views of participants 

who did not prefer the device or were unsure.  Nevertheless, the strength of the 

participant's feedback correlates with the need for real-world evidence (Resnic 

and Matheny, 2018).  Usefulness of Section 2 and 3 (current management 

approach and using the device) in the questionnaire was however limited because 

many participants did not fully complete it. Regardless, the participants interviews 

drew out the how they were managing and using the device.  However, grasping a 

real clinical problem and seeking to resolve it via non-randomised investigation 

risks lack of reliability.  As explained by Tarricone et al. (2016), the proliferation of 

new medical device developments (outside of drug development) has created an 

evolving dialogue to respect and accept preliminary research studies that facilitate 

a better understanding of the device in the clinical setting whilst still adhering to 

issues of patient safety.  Thus, the inclusion of the PPI group was fundamental.   

 

The PPI group provided valuable information on improving recruitment and 

progressing the research, including device development.  The creation of the PPI 

group within the study was a limitation due to late-onset and inability to provide 

closure to this group.  This arose because participants from the PPI group were 

not available or not responding to contact after that initial meeting.  The 

challenges of PPI initiation and sustainability are not unknown.  Boylan et al. 

(2019) concur with these challenges, for instance, researcher burden to 

administrate and finance a PPI group.  However, the opportunity for PPI is 
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fundamental and a key expectation of research funders (Domecq et al., 2014).  

Whilst the positioning of PPI in this study was deficient, the output was research 

enriching, insightful, and brought the topic into the spotlight.  Similarly, the device 

captured attention as an alternative option to usual care the device. 

9.6 An alternative option to usual care 

An alternative option to usual care, using fingers or nothing, the exploratory phase 

provided a worthwhile insight to help develop the Phase 1 mixed methods design 

of the patient-centred device in a systematic and structured way. The explanatory 

element of the mixed methods design was the quantitative phase, which examined 

the self-reported effectiveness before and after using the patient-centred device 

for up to eight weeks.  All participants used the device up to the duration of the 

intervention period, and no adverse effects were reported.  Followed by the 

exploratory element, using semi-structured interviews in Phase 2 with 26 

participants.  The interviews revealed six themes: knowledge, consequences, 

finding a solution, psychological impact, coping, and physical impact.  Particularly 

how suffering is part of the human condition and illuminates one’s ability to cope 

or not cope.  Following analysis of the data from phase 2, linkages between the 

themes became obvious.  Any one theme was not exclusive to another and thus 

co-dependent in influencing the participants’ experience in dealing with rectal 

emptying difficulty.  Hence reflecting the array of thought, feelings, and actions 

within human nature.  How to live well is a cornerstone of philosophy and as 

Socrates advised, ‘An unexamined life is not worth living’ (May, 2021 p.109).  The 

findings of this research help to examine the bowel function factor of lived lives.  

Furthermore, similarities with the theoretical positioning help affirm the meaning, 

nature, and challenges facing women with rectal emptying difficulty.   
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The findings identified that most participants used their fingers as part of their 

usual care for managing the rectal emptying difficulty.  For some, living with a 

rectocele for up to 40 years; and most of them had two or more children.  

Consistent with the literature, childbirth is a known risk factor.  There is evidence 

from Dietz et al. (2018) who found an association between vaginal parity and 

development of rectocele in an observational study of 1296 women.  In contrast, a 

more recent study by Dietz et al. (2022) identified 27 of 184 (15%) of women who 

have not given birth had rectocele.   Taken together, more needs to be known 

about the mechanisms causing rectocele.   

 

The chronicity of managing the problem and putting up with it (Bezerra et al., 

2014) is likely when symptoms are not severe.  When symptoms become severe, 

women tend to report it (Kim and Kim, 2018).  Given the length of time some 

participants had rectocele (up to 40 years), unsurprisingly, the participants’ stories 

from the interviews exposed the hidden suffering experienced.  Resonating with 

coping behaviour theory (Lazarus and Folkman, 1987), participants highlighted 

coping by tolerance and mastery of the factors of rectal emptying difficulty.  They 

viewed this as being part of life and having to get on with it, whilst at the same 

time feeling a strong need to keep it secret.  The opportunity for sharing their 

struggle facilitated mastery, which participants indicated in their coping strategies.  

Learnings from the coping literature help explain what the participants have 

experienced (Lazarus, 1993, Lazarus and Folkman, 1987, Roth and Cohen, 1986, 

Trew, 2011).  Women need to discover methods to manage, looking for solutions 

to make daily life bearable and comfortable. Coping is a concept that we have all 
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encountered in several situations. These circumstances can include the interplay 

of emotions, self-awareness, and character strength, and are likely to impact on 

how each person responds to the stressor.  

 

More rectoceles were seen in the 24-to-54-year age group, of which 12 were 

under 50 years.  This is in contrast to previous studies, where over 50 years of 

age appears the most prevalent (Aubert et al., 2021, Drutz and Alarab, 2006).  

Participants in the BMI range of 19 to 25 reported the device as effective.  

However, minimal associations can be observed from this small data, which 

seems to be keeping with Zenebe’s et al. (2021) work.  They found no evidence of 

a significant link between BMI and pelvic organ prolapse in a systematic review of 

14 publications, subjected to meta-analysis (Zenebe et al., 2021).  Though the 

review did not address symptoms of pelvic organ prolapse, of which rectal 

emptying difficulty is a symptom secondary to rectocele, it is relevant to reveal 

inconsistencies in the literature.  Most participants were diagnosed with a small or 

moderate-sized rectocele via proctogram clinical imaging and experienced clinical 

symptoms.  Participants were offered a proctogram as part of their usual care in a 

secondary care setting.  There was sufficient benefit to include proctogram as 

supplementary data because the information yielded detail on the anatomy.  

Additionally, to provide feedback on how the device works to reduce faecal 

trapping.  However, the additional sequence to the proctogram measurement did 

not generate enough data to use within the study.  Only two of the 20 participants 

took their device to the proctogram appointment.  This finding may be explained 

by the participants comments about the proctogram being a worrying and 

embarrassing investigation.  Despite this, for most participants their clinical 
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symptoms improved with use of the device.  However, the presence of a 

‘radiological’ rectocele does not necessarily imply clinical symptoms as in the case 

for some studies (Dietz et al., 2020 p.1, Dietz et al., 2021).  Although, the 

participants did have radiological or clinically assessed rectocele and clinical 

symptoms by the nature of the recruitment for this research.  Drawing on the 

participant interviews, their stories suggested the need to find a solution for the 

clinical symptoms.  Participants likened this to having investigations (e.g., 

proctogram), using the patient-centred device, using their fingers to help empty 

their rectum, or waiting for surgical intervention.  Health-seeking behaviour has 

been well-studied (Cornally and McCarthy, 2011), and the emergence of internet 

sources of information is seen as an additional valid tool for problem-solving 

(Ayers and Kronenfeld, 2007).  This may help explain why the patient-centred 

device has been sought and purchased online.  The variety of information sources 

available is now greater than ever.  However, despite the emergence of so many 

information sources, health-seeking behaviour may be delayed for some, as 

reflected in the experiences of many of the participants, who believed that they 

were alone in their suffering. This was further exacerbated by the apparent lack of 

healthcare professional inquiry on presentation.   

 

The participants’ perceptions of knowledge focused on what they know about 

themselves.  Particularly seeking to improve their understanding of rectal emptying 

difficulty.  The work by Helgeson and Zajdel (2017) casts light on patients 

adjusting to chronic health conditions.  However, knowledge is not a factor that 

emerged in their assessment.  Rather, their work focused on resilience, which 

implies an underpinning element of knowledge with which to build resilience.  
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Resilience is defined as being ‘…not a personal attribute, nor the teaching of 

coping skills, but a process of reflection, learning and action focused toward 

overcoming adversity’ (Kralik et al., 2006 p.199).  Furthermore, Kralik et al. (2006) 

argued that that knowledge is imperative as a characteristic for the sense of self.  

When considering the position of self-efficacy, knowledge is a critical element for 

determining the ability to manage chronic symptoms (Williams and Rhodes, 2016).  

However, the consequences of symptoms can be profound.  For example, feeling 

alone and anxious in the context rectal emptying difficulty is not easy to express to 

friends or family.  Although the predominant theme of knowledge was unexpected, 

it may suggest that bowel mastery is predominately underpinned by a sense of 

self (Di Plinio et al., 2020). 

 

Many women may not actively seek out information on a symptom due to 

embarrassment.  Therefore, healthcare professional inquiry can provide the lead-

in to disclosure.  In contrast, a primary care qualitative study that investigated the 

relationship between emotions and symptoms from the perspective of 15 patients 

identified that emotional disclosure was spontaneous in consultations (Bekhuis et 

al., 2020).  Furthermore, they found that the relationship between a patient and 

their emotions presented as separate, connected, or inseparable.  Symptom detail 

for the 15 women in that study, described as musculoskeletal, headache, fatigue, 

and gastrointestinal, are minimal.  However, the findings support the need for 

HCPs to concentrate on emotions displayed during a consultation, be curious, and 

actively listen to their patients.    Phase 2 interview participants concurred, they 

voiced their need to be listened to, but few experienced this.  Psychological impact 

disclosed several emotional factors, yet this was fourth in the hierarchy of themes 
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relationship.  The depth of emotion was apparent in the semi-structured 

interviews, for instance, being tearful and attempting to constrain emotions when 

telling their story.  Emotional regulation has been discussed within the literature, 

highlighting the importance of well-being and functioning (Koechlin et al., 2018).  

In their systematic review of 15 studies (Koechlin et al., 2018), maladaptive 

emotional regulation was a risk factor for developing health gain. Translating the 

existing evidence into this research context, suggests that those with bowel 

dysfunction are more likely to experience psychological distress (Rao et al., 2007).   

Rao et al. (2007) prospectively studied 114 patients compared to a control group 

of 44 patients and identified statistically significant differences in the measures.  

Those with constipation or difficulty with defaecation were more likely to 

experience depression, obsessive-compulsiveness, anxiety, hostility, and 

paranoia.  The intimacy of clinical consultations can expose embarrassing and 

stigmatised issues, such as bowel dysfunction.  As HCPs, our challenge is to instil 

in patients a new sense of confidence in their ability to talk about what they are 

going through to assist them overcoming a ‘spoiled identity’ (Millen and Walker, 

2001 p.89).  A spoiled identity or a perception as not being seen as normal, 

increases the risk of experiencing stigma, a concept introduced by Goffman 

(1963).  Astoundingly, given that defaecation is a bodily function that every human 

experience, there continues to be disgust about its discussion and disclosure.  As 

Hewer-Richards and Goodall (2020 p.14) suggest ‘…..a culture that perpetuates 

the idea that defaecation is a repulsive, sordid act; individuals receiving care are 

unknowingly colluding to the shame agenda’.  Thus, a drive to reduce stigma has 

seen several attempts, mainly in the mental health field (National Academies of 

Sciences and Medicine, 2016) but with varied success.   
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Statistically significant results from the ICIQ-Vaginal Symptoms (ICIQ-V) and 

Obstructed Defaecation Syndrome Questionnaires (ODS) identified that the 

patient-centred device helped participants reduce the need to use their fingers and 

offered the participants a better lifestyle.   Even though having to insert a finger 

into the vagina to help empty the bowel reduced and emptying improved with 

using the device, the strength of outcome was moderate (Cohen, 1988).  

However, caution must be applied due to the small sample size, as the findings 

might be a false positive.  That said, participants spoke of internal physical factors 

relating to the difficulty of emptying the rectum and what this felt like.  There 

appears to be little literature that captures what it feels like to push out a stool from 

the rectum when it is stuck or very large.  Silence from both the sufferer and the 

literature continues to risk hiding the truth.  Domenichiello and Ramsden (2019), in 

their review of chronic pain, suggest that keeping silent can be associated with 

significant suffering, social isolation, and disability, with an increased burden on 

healthcare systems.  External factors portrayed by the participants stressed the 

importance of hygiene, for instance, keeping clean and the perception of being 

dirty.  Furthermore, concerns were expressed around the often-limited access to 

toilets with suitable facilities. Toilet provision in the United Kingdom has been 

controversial mainly due to changes in Local Authority funding creating a lack of 

toilet stock and recognising gender-neutral and transgender needs leading to 

societal discussions on how best to deliver equal access (Greed, 2019, Ramster 

et al., 2018).  Greed’s (2019) essay describes the complexity of toilet provision but 

makes a salient point that regardless of biology or social needs, we all need 

access to a toilet, handwashing facilities, and privacy.   



188 
 

 

The ODS questionnaire identified another important finding: improvements with 

five of the eight variables answered by the participants were seen.  When applying 

effect size to the five improved variables, four suggest a moderate relationship, 

whereas lifestyle alternation was weak.  Even so, participants voiced the 

consequences of living with rectal emptying difficulty, from the perspective of an 

internal and external locus of control.  Locus of control is linked to social learning 

theory (Bandura, 1977b), which suggests that an individual assumes learning from 

events around them, which subsequently influences their behaviour (Galvin et al., 

2018).  In the context of the research participants, their external locus of control 

were outside factors that they could not control, for instance, their gender, impact 

of childbirth, and aging.  In contrast, their internal locus of control was perceived 

as factors that were possible to control, but they could not, such as social 

isolation.  Being socially isolated was something that most felt impossible to 

change, because of emotional factors around feeling of lack of control with their 

bowel, or not being able to get to the toilet in time when away from their home.  

Galvin et al. (2018) articulate the motivational components necessary for 

influencing the outcome, such as positive empowerment, self-efficacy, and coping 

strategies.  The requirement to understand a patient's preferred locus of control 

can be applied to clinical practice. For example, a patient with internal control may 

choose to seek more understanding, whereas those with external control may 

choose to delegate decision-making to a HCP (Marton et al., 2021). Therefore, the 

HCP should understand how patients present as active or passive participants in 

clinical consultation.  The remaining three variables of the ODS questionnaire, 

such as medication, return to the toilet to evacuate and time needed had not 
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exposed any differences.  It is unclear why the need to return to the toilet to 

evacuate did not change.  However, it is not surprising that the time needed to use 

fingers or the device was similar, any additional factor to normal rectal emptying 

will add time.  What is not known from this study is how much time it takes for 

each self-management intervention.   

 

The findings are consistent with the work of Brown and Grimes (2016), who stress 

the need for a better understanding of defaecatory dysfunction (or rectal emptying 

difficulty) and those additional efforts need to be made in this field.   In support of 

this claim, Hicks et al. (2014b) make a case for medical management initially for 

rectocele, rather than resorting to surgery.  Unfortunately, there is a dilemma with 

clearly identifying and clarifying differences between the structural changes 

causing a rectocele and symptoms experienced by the woman (Sugrue and 

Kobak, 2016).  Therefore, premature surgery is a risk.  The option of surgery was 

offered to ten of the participants, most of whom declined progression to surgery.  It 

is not known why these participants declined.  This outcome could be explained 

by the literature, which suggests that surgery for a rectocele can be complicated 

and does not always result in symptom relief (Podzemny et al., 2015).  

Furthermore, the surgical technique is varied and the detail on which is superior is 

not clear (Wei-Cheng Liu Song-Lin Wan, 2016).  The NICE Clinical Knowledge 

Summaries on Constipation (NICE, 2021), provides an platform to embed clinical 

inquiry and self-management intervention options into clinical practise. 

 

The bowel diary completed by the participants provided real-time data before and 

after using the patient-centred device.  Although the findings did not identify any 
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difference with laxative use, soiling, and stool consistency, the intervention period 

may not have been enough time to see any differences.  Eight participants 

stopped the intervention before eight weeks, primarily because of life events 

preventing them from continuing, such as moving to a new house or unrelated ill-

health.  Thus, this highlights the risk of the small study, which restricts the 

identification of differences (Hackshaw, 2008).  The bowel diary also provided 

additional data, such as the sense of incomplete emptying and feeling blocked, 

which improved with the use of the device.   Participants were asked to complete 

the PGI-I scale (Srikrishna et al., 2010) only once, at the end of the intervention 

period.  This research found that most participants (n=16) consider the patient-

centred device better than not using it.  Although mainstream use of the PGI-I 

scale is usually in the post-surgery population and not with medical device 

development, this scale within the research offers a quality indicator.  In addition to 

showing patient-centred device acceptability for participants and uncovering their 

lived experience, these findings may help us acknowledge the necessity of HCP 

consultation skills, but the cultural shift in society is needed sooner.  Faecal 

transplantation (Mohammadi, 2016) for a variety of health conditions, mainly 

infection, is growing in popularity within the medical establishment.   Perhaps this, 

along with reframing human faeces as a universal need for dignity will shape the 

future (Erridge, 2011).  Although challenging, it is time for a renewed visibility of 

the fabric of human bodily function.   

9.7 Feasibility  

The objective of feasibility within this research was to assess the intervention 

process to facilitate progression into further study.  There was alignment with 

feasibility standards, but with a light touch given the iterative and pragmatic 
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journey.  The nature of the work required flexibility and yet recognised its 

interchangeability with a non-randomised pilot approach (Lancaster and Thabane, 

2019).  Feasibility is grounded in the intervention process, and the pilot approach 

is considered a smaller version of a more extensive study (Gadke et al., 2021).  

Avoiding confusion is critical to ensure that the correct considerations are made.  

Lancaster and Thabane (2019) agree and emphasise the importance of 

transparent reporting to enable replication of the study.  Although they are 

advocates of the CONSORT protocol (Eldridge et al., 2016), which facilitates 

quality assessment, there is another template specifically for interventions.  The 

template for intervention description and replication (TIDieR) checklist and guide 

(Hoffmann et al., 2014) provides an opportunity to improve reporting and give 

clarity to the complexity of this study (Table 9.1).  In the spirit of the 

recommendation from Hoffman et al., Table 9.1 describe this study’s items and an 

explanation alongside the checklist elements.  
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Table 9.1: The TIDieR (Template for Intervention Description and 

Replication) Checklist (Hoffmann et al., 2014) 

Checklist Item Explanation  

Name Patient-centred device   

Why 

Provide an alternative 
intervention to help women who 
have rectocele, manage 
obstructive defaecation more 
effectively and satisfactorily than 
their usual methods. 

Scoping review of available 
interventions reveal a lack of 
self-management 
interventions. 

What 

Thirty-five female participants 
were given a patient-centred 
device to use for up to eight 
weeks instead of their usual care 
for rectal emptying difficulty.   

Differences in usual care and 
using the patient-centred 
device were measured with 
questionnaires before and 
after. All participants were 
invited for proctogram clinical 
imaging as part of their usual 
healthcare journey. 

Who 
provided 

The intervention provider in 
Phase 1 was the inventor of the 
device, the principal investigator 
of the study, and the clinician.  
The provider also interviewed the 
participants in Phase 2. 

Co-investigators in the study 
were medical consultants 
within secondary care who 
facilitated the selection of the 
participants if they met the 
inclusion criteria.  Proctogram 
clinical imaging was provided 
within the same secondary 
care hospital. 
 

How 

The researcher (provider) 
contacted interested participants 
to consent and recruit them to 
the study.  Contact was made by 
telephone or email within two 
weeks of starting the pre-
intervention (completing 
questionnaires at baseline). 
 

Participants were seen face to 
face for their interview (Phase 
2) following completion of the 
intervention (Phase 1). 

Where 

Participants were identified from 
secondary care gynaecology or 
colorectal clinics within an 
English county. 

For the interviews, 
participants chose the location 
to be seen. 

When and 
how much 

During the intervention period of 
up to eight weeks, participants 
had open access to the 
researcher by telephone or 
email, tailoring to any specific 
needs 

  



193 
 

Tailoring 

All participants received the 
patient-centred device, which 
was box packaged with a 
drawstring pouch, introductory 
lubricating gel, and written 
instructions provided free of 
charge from the manufacturer. 

Participants were asked to 
alert the researcher of any 
concerns with using the 
device (e.g., pain).  Reporting 
of all adverse events to 
MHRA and the manufacturer. 

Modifications 

Slow recruitment delayed the 
study duration. 

With PPI recommendation 
and support, recruitment 
posters were introduced into 
secondary care. 
 

How well 

Adherence to questionnaire 
completion by participants was 
variable. 

Correspondence and 
telephone/email contact with 
participants failed to retrieve 
all questionnaires.  

 

The checklist helps reassure and provide confidence in systematic reporting.  

However, the checklist does not clarify how and where to report on feasibility.  

Similar to the findings of Van Vliet et al. (2016), who identified shortcomings in 

their practical application of the checklist for functional strength training, the 

checklist is worthy for standardising the description of an intervention.   

Addressing feasibility is imperative, and in this instance, aligns with Eldh et al.’s 

(2017) work, which highlighted the importance of such activities, especially where 

the research journey is challenged by a lack of evidence base for clinical 

intervention and where evidence for implementation is weak (Figure 2.4).  Whilst 

this research has taken a light touch to feasibility robustness, it does inform future 

investigation (Gadke et al., 2021).  Gadke et al. (2021) explain how best to involve 

feasibility procedures in the research, aiming to illuminate how possible it is to do 

something.  Feasibility questions developed after their feasibility trial within 

psychology and education, offer a scaffold to check what modifications may be 

necessary for this research (Table 9.2).  This question set has been used to 

identify modifications needed to address patient and public involvement (PPI), 
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education associated with the patient-centred device, improving recruitment, and 

managing the questionnaire procedure to reduce missing data.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



195 
 

Table 9.2: Feasibility modifications (Gadke et al., 2021) 

Feasibility 
dimensions for 
assessment  

Specific 
questions to 
be addressed  

Measures to address 
the questions 

Decisions to 
consider for 
progression to a 
larger study 

Recruitment 
capability 

Can participants 
be recruited to 
the study? 

Face to face introduction 
to the study within 
secondary care 
outpatient clinics; 
recruitment poster in 
specific outpatient 
departments; recruitment 
was slow. 
 

Multi-site 
recruitment.  

Data collection 
procedures 

Are the current 
measures 
adequate to 
collect data? 

Use of validated and 
bespoke questionnaires; 
descriptive and patient-
reported data analysis. 

Obstructive 
Defaecation 
Questionnaire was 
too difficult for some 
participants to 
complete; a review 
of the questionnaires 
was necessary. 
 

Design 
procedures 

Is the pre- and 
post-
intervention 
period optimal? 

Discussions with 
research experts; mixed-
method design deemed 
most suitable; eight 
participants completed 
within less than eight 
weeks. 
 

A more extended 
intervention period 
may improve results. 

Acceptability Have 
participants 
been involved in 
the study 
design? 

Late introduction of PPI 
within Phase 1. 

Establish the PPI 
group at the planning 
stage and maintain it 
throughout the study. 

Practicality Does the study 
design support 
implementation? 

Explanatory sequential 
design (QUAN→QUAL) 
preceded by an 
exploratory phase.  

Mixed methods are 
considered 
appropriate to 
answer the research 
questions. 
 

Integration into 
an existing 
system 

Will the study 
findings enable 
the embedding 
of a new device 
into current 
healthcare? 

The exploratory phase 
revealed that women 
self-select the device 
outside of formal 
research. 

A larger study will 
provide the device 
with increased 
traction to dovetail 
into existing clinical 
care pathways.  
 

Implementation Did participants 
implement the 
device as 
intended? 

Verbal and written 
instruction for the patient-
centred device at the 

Participant feedback 
advised investing 
more time for 
education on the use 
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beginning of the 
intervention. 

of the device and 
offering face to face 
tuition. 
 

Effectiveness Does 
intervention 
data show 
promise for the 
effectiveness of 
the device?  

Pre- and post-
intervention data 
collection. 

ICIQ-vaginal 
symptoms quality of 
life analysis: a 
statistically 
significant reduction 
in the need to use 
fingers to help empty 
the bowel when 
using the device (p = 
0.004); obstructed 
defaecation 
syndrome analysis: a 
statistically 
significant 
improvement in 
overall scores when 
using the device (p = 
0.046). 

 

9.8 Conceptual Framework 

As new knowledge emerges, this needs to be synthesised and interpreted to 

clarify how this learning can be used in clinical practice.  Thus, helping women to 

self-manage the chronic condition of rectal emptying difficulty.  A preliminary 

conceptual framework’s development helped to illustrate this contribution to 

knowledge as reported in Chapter 4 (Figure 9.1). 
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Figure 9.1: Bowel Mastery Conceptual Framework 

 

Building the preliminary conceptual framework from the ground up can be 

complicated and intimidating. While there is a growing consensus on achieving 

this (Green, 2014, Miles and Huberman, 1994, Maxwell, 2013), the researcher 

must think deeply and make decisions about what is vital for their research.  The 

researcher needed to be mindful that the conceptual framework is to justify and 

describe what the study is about.  In contrast, a theoretical framework reflects 

what work or theories are driving the research (Varpio et al., 2020).  Therefore, 

developing the preliminary conceptual framework provided an illustrative, woven 

representation of the concepts that had emerged from the previous chapters 

(Chapters 1, 2, 3, and 4), primarily from the theoretical positioning, scoping review, 

and researcher experience.  Moreover, it clarified why this research was 

necessary, and what contributions its findings and synthesis will make to the lives 

of women who experience rectal emptying difficulty.  Subsequently, following the 



198 
 

analysis of the results from the exploratory phase, Phase 1 and 2, in the spirit of 

MMR, the conceptual framework was modified to provide unity and coherence.  A 

second iteration of the conceptual framework (Figure 9.2) takes a further step 

showing a three-tiered illustration of the lived experience for women along their 

journey of rectal emptying difficulty.  The three tiers focus on mastering the bowel, 

healthcare experience, and interventions.  The usefulness of the conceptual 

framework is enhanced by including what interventions can be offered at each 

step of a woman’s experience.  The patient-centred device is positioned at the 

‘accessing care’ step. 
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Figure 9.2: Bowel Mastery Conceptual Framework - Lived Experience  
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Although this conceptual framework iteration is helpful, it does not address the 

organisational and leadership factors that foster scaling up and sustainability 

(Sarma et al., 2021).  Furthermore, it is critical to acknowledge that the research to 

narrow the knowledge gap was only partially accomplished, in part due to the 

small sample size for all areas of the study. Any future investigation will provide an 

opportunity to enhance understanding and clarity further.   

 

9.8.1 Applying the framework to inform healthcare delivery 

The Bowel Mastery conceptual frameworks (Figure 9.1 and 9.2) offer vision and 

insight into what the lived experience can be like for a woman experiencing rectal 

emptying difficulty.  This is a life-long journey, stretching from learning about bowel 

control in childhood through adulthood.  Although the complexity of the inter-

relatedness can be observed in the framework, it is not an exhaustive explanation 

due to the nuances of human nature.  The work of McDonald et al. (2007) can be 

drawn upon to inform this work further.  They critically analysed several quality 

improvement strategies and suggest how conceptual frameworks can assist with 

the transference of knowledge into better care coordination.  Of the four 

frameworks they studied, the organisational design framework identifies the 

uncertainty and complexity of successfully translating care into improved health 

outcomes.  Drawn from the work of Wagner’s Chronic Care Model (Wagner et al., 

2001), the model postulates that without the alignment of the proactive patient, in 

conjunction with proactive health care, better health outcomes may not prevail.  

Advancing this idea, Boehmer et al. (2018), in their systematic review of people 

living with multi-morbidities, contribute a patient-centred position, whereby 
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intervention is dynamic and should be cognisant of the patient experience.  

Another example is Sarma et al. (2021), who applied a conceptual framework 

using an implementation science approach for nutritional intervention in their 

narrative review.  They suggest a conceptual framework that includes the 

elements of efficacy, scaling up, and sustainability, which is a practical application 

for the real world.  With the work of Sarma et al. (2021) in mind, an implementation 

framework evolved as a third iteration, which has fostered all elements necessary 

for improved benefit and meaningfulness to healthcare (Figure 9.3). 

 

Figure 9.3: Implementation framework for rectal emptying difficulty in 

women (Sarma et al., 2021) 

 

9.8.2 Benefits and limitations of the framework 

The conceptual framework was developed from the theoretical positioning for the 

research, the scoping review, and the experiential learning and knowledge of the 
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researcher (whilst also being the inventor and a clinician).  The modelling of the 

inter-connectedness of the relationships has facilitated the course of the work.  Yet 

one main limitation is the lack of evaluation and how impactful the conceptual 

framework will be in healthcare practice and organisations (Table 9.3). That said, 

facilitation towards Drug Tariff admission can be strengthened, meaning that the 

patient-centred device can be available via prescription.  The Drug Tariff is a 

monthly paper or electronic publication produced by the NHS Prescription 

Services on behalf of the Department of Health and Social Care (NHS Business 

Services Authority, 2022b).  Application to the Drug Tariff is via a formal process, 

and it is anticipated that the patient-centred device will be available for use 

through the DT1 Form Part B (CE Marked Class I Non-Sterile Medical Devices) 

(NHS Business Services Authority, 2022a). 
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Table 9.3: Benefits and limitations of the Bowel Mastery Conceptual 

Framework 

Benefits Limitations 

Captures the relationships between 
the theoretical positions, the scoping 
review, and researcher knowledge, 
which has been missing from the 
literature. 
 

Theory choice only focused on a 
psychological lens.  

Included concept portrays a linear 
journey from child to adulthood of 
mastering bowel control.   
 

No single defining concept has 
emerged. 

Offers representation of the lived 
experience of women with rectal 
emptying difficulty.   
 

Leadership and implementing the 
framework into everyday healthcare 
practice are not explicit.    

Facilitated development of the 
research questions. 
 

 

 

9.9 Limitations of the research 

Several limitations exist throughout the research, which needs to be 

acknowledged. Although some limitations have been raised during the discussion, 

this section focuses on key areas that enrich and facilitate further research on this 

topic.  Key areas include bias, lack of previous research studies, time constraints, 

sample size and recruitment, data collection by questionnaire and interview, 

interpretation of results and loss of contact with the PPI group.     

9.9.1 Bias 

Faith in the scientific rigour of research is fundamental (Pannucci and Wilkins, 

2010).  Although bias can occur at any point during a study, outlining the limitation 

provides transparency. The researcher was involved in recruiting of participants, 

data collecting and analysis, and providing therapeutic guidance during the 
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intervention period, in addition to being the device's inventor.  All of this 

necessitates caution.  Helping to mitigate the limitation included sense-check 

meetings with members of the supervisory team and an independent assessor to 

discuss steps of the research study.  Additionally, reflective practice at peer 

support meetings and notetaking facilitated insight.   

9.9.2 Lack of previous research studies 

Given the pioneering aspect of the research study on a patient-centred device for 

rectal emptying difficulty, there was limited available evidence on which to draw 

from.  While this is a drawback, it also provides a chance to identify a knowledge 

gap, contribute to narrowing the gap and describe the need for additional research 

(Tarricone et al., 2016). 

9.9.3 Time constraints 

Phase 2 interviews were conducted over three years, influenced by researcher 

clinical workload, access to participants and slow recruitment.  Whilst research 

delay reasons are commented on within the literature, little attention is given to the 

clinical context (van de Schoot et al., 2013).  Ways to manage this included 

timetabling, day-to-day management of diary commitments, but recognition of 

what is controllable.  For instance, delay in recruitment was not controllable, but 

clinical workload was to a certain extent, with flexibility and team support.   

9.9.4 Issues with sample size and recruitment 

The small exploratory phase sample size made it difficult to draw any firm 

conclusions.  Although the findings help provide a baseline, they are not 

conclusive, at least not until replicated.  Furthermore, the data do not include 

those women who did not like the device or found it ineffective since they appear 



205 
 

to have been less likely to have completed the evaluation form.  There is also the 

reliance on women self-reporting rectocele when they may not have had this 

condition, which may lead to an over or under estimation of their symptoms.  

Nevertheless, the sample was spontaneous and offered a unique insight into 

women who found their way to this device and decided to use it.   The evaluation 

form was purposely developed to uniquely explore the device, and refined 

following user feedback, was not systematically tested before use.  Despite these 

clear limitations, it was a starting point.  It helped inform the mixed methods design 

for Phases 1 and 2, which allowed further investigation into an incomplete picture 

of the lived experience of women who resort to using digitation to help with rectal 

emptying.  

 

Recruitment for Phase 1 was slower than expected.  The number of women 

accessing secondary care was anticipated to be frequent enough to meet the 

sample of 34 participants within three to six months.  Based on local data, 

between 2012 and 2014, 117 posterior repair procedures within the local 

secondary care setting were performed (personal communication).  Given that not 

all outpatient consultations will convert to surgery, there was confidence that 

recruitment would have been on target.  There were difficulties accessing reliable 

data to inform recruitment expectations because of challenges with locating the 

right team and gaining permission to access the data.  Keeping the research site 

and the relevant co-investigators up to date with the study progress helped 

maintain slow but steady recruitment.  For example, not all of those approached 

wanted to take part.  The secondary care consultants, who screened the women 

and alerted the researcher to contact them, identified three women who had 
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changed their minds.  One of them decided she did not want to proceed to the 

consent stage due to her busy working life.  The other two women did not feel 

ready to participate because of other co-morbidities consuming their attention.  

Despite the participants having rectal emptying difficulty in common, not all 

participants were comparable due to several variations noted with the 

demographics and clinical presentations of the women invited to participate in this 

research.  For example, women recruited to this phase may not have previously 

exploited a range of conservative measures to help their symptoms.  This was a 

missed opportunity in the data collection.  Therefore, when recruited to the study, 

women were at different stages of their journey, and referral bias was a risk 

(Logroscino et al., 2018).  For instance, primary care referral practices will vary in 

decision-making thresholds, that is, at what point to refer a woman onwards.  

Whilst acknowledging this variation and that participants may be different to those 

who did not reach secondary care to access this research, it was not controlled 

for, the pragmatic approach is necessary for a subject that is hidden and largely 

secret.      

 

9.9.5 Data collection by questionnaire 

The modified Obstructed Defaecation Syndrome Questionnaire (ODSQ) (Longo, 

2003) was not straightforward to complete and the instructions were not sufficient 

to enable all participants to self-complete.  Interpretation of some questions (e.g., 

medication to evacuate) was ambiguous.  Participants could interpret this as 

taking an oral laxative or using a rectal suppository.  With the enrolment of the first 

participant, the ambiguity became apparent, and so was helped to complete the 

questionnaire at pre-intervention.   This approach was taken with the other 
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participants to reduce inconsistency and error.  An unintended consequence is the 

researcher influence on the participant answering that question.  Completing the 

questionnaires was prone to error, with some participants failing to complete the 

post-intervention ODSQ, which further highlighted concern about the ease of 

understanding the questionnaire.  Completion rates did increase with reminders 

from the researcher.  Therefore, missing data remained an issue. A subsequent 

controlled study will need to consider concerns surrounding the ODSQ and decide 

if an alternative validated questionnaire is more suitable. 

 

The return of the composite questionnaire and device feedback questionnaire at 

the end of the intervention period was inconsistent.  Despite having completed 

them, four participants did not return them (forgotten; “need to dig them out”, too 

busy to post).  Stamped addressed envelopes did not yield a better return.  

Therefore, alternatives to postal questionnaires may improve the response rate in 

a subsequent study.  As reported in the literature on questionnaire design, 

response rates are notoriously challenging (Rowley, 2014, Lee and Lings, 2008).  

Retrieving the questionnaires following completion by the participants identifies 

challenges.  Gentle prompting by telephone revealed busy lifestyles or being 

unwell.  The promise of getting them returned was frequently given, but this did 

not always happen.  It is essential to be mindful that frequent gentle persuasion 

could be seen as coercion.  Consequently, missing data were common and 

complete data for pre-and post-intervention analysis were available from only 20 

participants.  Furthermore, the device feedback questionnaire was unvalidated, 

although not uncommon in patient-reported outcomes (van der Meulen et al., 

2021), the need for standardisation will be necessary for future research.   
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9.9.6 Data collection by interview 

Phase 2 was dependent on disclosing personal experiences from the participants 

within the interviews.  The dilemma of the reluctant participant shone a light on 

and led to reflection about the researcher’s interviewing style (Adler and Adler, 

2003).  The participants’ hesitancy underpins the reluctance in this context to 

articulate their personal stories.  The style of questioning, noticed upon listening to 

the first eight transcripts, lacked mirroring of the participants’ own words and 

missed reaching the depth of their experiences.  Whenever some participants 

were reticent to talk, there was a tendency for the researcher to attempt to fill in 

the gaps to avoid silences and the flow of information sharing drying up.  

Reflection helped, and as interviewing skills improved, allowing for increased use 

of silences helped revealing of the stories and thus a better fluency was noted in 

later interviews.  The clean language approach (Tosey et al., 2014) enhances the 

fidelity of the participant’s inner and outer worldview, avoiding the researcher’s 

metaphors to threaten the authenticity of the findings.  In the clean language 

approach, it is believed that ‘these specific questions help us systematically 

eliminate our own assumptions so that they do not influence us when conducting 

an interview’ (Nehyba and Svojanovský, 2017 p.131).  What is particularly 

refreshing about this style is using the words of the participants to draw deeper 

into their world, rather than using the researcher’s interpretation of their words.  

Although the interviews did not use a clean language approach, drawing on this 

new knowledge and implementing the tools allowed the interviewing style to 

flourish in the right direction.  An additional limitation is the possibility of 

misinterpretation of the qualitative data, along with unintended mistakes.  
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Interpretation of a qualitative data set cannot be perfect because of contextuality 

and researcher analysis (Heinrich and Klein, 2021), despite independent 

transcription and coding assessment.  Therefore, this research is mindful of the 

need for transparency.  Challenges for optimum member checking included failed 

email and telephone communications with participants, and time delays.  The time 

delay was influenced by the clinical role of the researcher and thus lost the 

opportunity to maximise validity and reflection.  Given the research’s iterative and 

pragmatic journey, its external validity is challenged.  The findings cannot be 

extrapolated to a larger population.  However, transparency of the work will assist 

and inform future research.   

9.9.7 Interpretation of results 

Another significant limitation was the small data in Phase 1 and thus the 

interpretation of results.  The data was self-reported and independent verification 

is naturally tricky and potential limitations include reliance on participants memory 

accuracy or selective memory, under or overstating when recalling their 

experience.  Furthermore, the opportunity for additional analysis was not possible, 

for example, a test of association to indicate if BMI is correlated with the 

effectiveness of the device.  The sample was not large enough to ensure that 

outcomes in each category had a realistic chance of being seen. Thus, limiting the 

exposure of a larger effect size.  Additionally, in any future investigation, the length 

of intervention needs to be considered, along with the sample size.   

9.9.8 Loss of contact with PPI group 

Despite efforts, the PPI group was not reconvened due to loss of contact with 

many of the participants.  Embedding PPI activity from beginning to end of this 

research was a missed opportunity.  Even so, the contribution of the PPI that did 
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occur was invaluable for helping shape the design and increase the confidence 

associated with the worthiness of continuing the research.  Recommendations 

exist for the rigour of incorporating PPI into research (Price et al., 2018), and so 

any future research needs to note the steps required to improve rigour.  

9.10 Summary 

In tis chapter, the threads of the findings from the exploratory phase, Phase 1 and 

Phase 2, have been pulled together.  Supporting feasibility for studying this field 

further and highlights the methodological limitations.  The preliminary conceptual 

framework, and its second and third iteration have demonstrated a close fit to the 

real-world evidence that has emerged.  The next and final chapter focuses on the 

research implications, lessons learned along the way, and recommendations for 

further research.    



211 
 

Chapter 10 – Conclusions 

‘No more straining. What an amazing gadget this is, wish I had found it sooner, 
easy to use, and does what it says on the box’ (Amazon, 2021) 

 

10.1 Introduction 

In this final chapter, conclusions from the research questions, lessons learned 

along the way, contribution to practice and knowledge, and implementation of 

evidence will be presented, followed by recommendations for practice and future 

research.  The work reported in this thesis has explained the scope of the clinical 

problem and offers suggestions for improving care for women who have rectal 

emptying difficulties based on pragmatic research. Rectal emptying that is 

comfortable and complete is an essential aspect of bowel function. Although it is 

sometimes overlooked, role modelling for toileting training in childhood, an 

individual's belief system in self-care, and how they react in stressful situations all 

play a role in reaching bowel health mastery. As a result, the intricacy of bowel 

function can be explained against the backdrop of what appears to be a simple 

aspect of human life. Rectal emptying problem and its implications are not 

mentioned in any of the anticipated new and future technologies for bladder and 

bowel incontinence. As a result, this study focused on an unproven, patient-

centred device designed to help women with obstructed defaecation, secondary to 

rectocele, manage their rectal emptying issues more successfully and 

satisfactorily.  Overall, improving women’s bowel health has been the focus of this 

work.  It has revealed the clinical problem of rectal emptying difficulty in women 

and contributed to the improvement of care.  The contribution to knowledge and 

clinical practice has been achieved, yet the gaps that remain will continue to drive 

further investigation.  Reflecting on the beginning of this work and its iterative 
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journey reveals determination and tenacity in a subject that prefers to be left 

untouched.  Only as the weaver steps away from the tapestry, can they truly see 

the beauty, its flaws, and what could be done differently next time, perhaps a 

change of thread, a different colour, or size.   

10.2 Overview 

Drivers for the study were the theoretical positioning of bowel mastery, the scoping 

review, and the experiential learning and knowledge of the researcher.   From 

here, an exploratory phase was conducted to inform and help shape the design. 

The study approach was mixed-method using an explanatory sequential design, 

which examined the use of the patient-centred device employing before and after 

questionnaires (Phase 1); and inviting the participants for a semi-structured 

interview (Phase 2).  Thirty-six women from a rural county with one secondary 

care hospital were recruited.  From the same sample, 26 women who live with the 

experience of rectal emptying difficulty were invited to interview.   

10.3 Summary of the key findings 

Arising from Phase 1, the data suggest that the invention and innovation of the 

patient-centred device have, so far, provided confidence that for some women with 

rectal emptying difficulty they will achieve benefit from its use.   Use of the device 

is most likely best positioned before surgical intervention.  As Participant 26 

summarised: 

I feel this is more of a last resort device after physio, diet and 
exercise have been tried or if a person is particularly put off by 
using their fingers (Table 7.12) 
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Patients may not report bowel symptoms, and healthcare providers do not 

necessarily inquire about them. As a result, suddenly introducing questioning 

about bowel issues and how they deal with them could expose anxiety.  

Therefore, sensitivity and good consultation skills are necessary to take 

constructive steps towards effective intervention.  Conservative interventions 

should be provided and tried in primary care until referring onwards to a specialist 

service, with individual preferences considered. The patient-centred device offers 

an additional option for the toolkit of conservative interventions.  Furthermore, it 

contributes to providing cost-effective yet high-quality healthcare by reducing 

unnecessary secondary care referrals, a pillar of the current NHS strategy. 

 

Exposing the lived experience of the participants using interviews in Phase 2 

revealed their suffering.  Until then, their stories were largely unspoken and 

unheard.  This research gave them a voice. Given the theoretical underpinnings of 

bowel mastery, driven by social learning theory, self-efficacy, and coping, the 

complexity of this interplay is unlikely to shift human behaviour easily.  Therefore, 

health care professionals must be adequately prepared to embed sympathetically 

posed bowel-related questions within their clinical inquiry.  Notably, this needs to 

include questions such as ‘do you experience any difficulty with emptying your 

rectum’.  The participants’ stories identify the problematic nature of disclosing this 

intimate detail.  Women will continue to suffer in silence without addressing better 

clinical inquiry. 
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10.4 Lessons learned along the way 

10.4.1 Invention and innovation 

The extent of the clinical problem and the urgent need to find solutions for women 

with rectal emptying difficulty guided the pragmatic investigation in this thesis.  

Whilst iterative in nature, the funding opportunity was complicated and partly led to 

adopting a back-to-front approach to medical device development. However, it is 

unlikely that a front-to-back approach would have happened since the women’s 

voices were silent, and their needs remained unrecognised.  The desire to do the 

right thing for the patient underpinned this problem-solving, pragmatic style.  

Finding solutions to problems at the front line of care warrants a fresh approach.  

The need for a deeper understanding of the nature of innovation is vital to capture 

the creativity and uniqueness of nursing.  While nursing is currently experiencing 

turbulence in workload pressures, safe staffing, and emotional toil, its future will be 

impacted by its ability to develop and adapt within an increasingly dynamic 

environment.  However, nursing is rich with opportunity.   Nonetheless, the 

process from idea inception to product creation and commercialisation needs to be 

better understood within the nursing profession and healthcare generally.  

Furthermore, their contribution should be encouraged and exploited at each 

development phase to improve healthcare delivery.   

10.4.2 Methodological lessons 

Researcher bias and conflict of interest were constant tensions because the 

researcher was also the inventor and clinician.  In other words, identity was 

integrated and thus open to the risk of confusion.  Confusion for the researcher, as 

in ‘which part am I playing now’ and possibly similar for others externally.  
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Therefore, an explanation of researcher identity was a necessity.  Despite 

reflexive attention and candour, these conflicts were not easily resolved.  

However, full disclosure is featured at every stage including ethics approval, 

interviewing, and PPI group.  Future investigations will require separation of these 

roles, supported by a research team with an opportunity for critical appraisal.  

Separation can facilitate direct research contact, increasing integrity and reducing 

ethical issues. However, the double-agent nature of the researcher and clinician 

can help bridge the worlds of research and clinical practice, as demonstrated by 

this thesis. Even so, the triple-agent approach is scant within the literature. As a 

result, caution must be exercised while deciding on the best research designs for 

clinicians who play several roles. 

 

Misinterpretation of the data is one of the problems that needs acknowledgment.  

For instance, being too close to the data because of the triple-agent approach 

risks critical appraisal.  Yet, getting close to the women in this research was vital 

to allow their voices to be heard, unveil their suffering, and permit their stories to 

be harnessed.  As a result of the difficulty in suspending or withholding researcher 

closeness, bracketing was not adopted. Although, independent scrutiny facilitated 

detaching oneself from the intimacy of the stories to allow critical appraisal of the 

data.  An independent assessor reviewed a selection of transcribed interviews and 

their coding.  Verification was achieved through discussion, taking a break, and 

reintegrating with the data.  Additionally, clinical supervision provided welcome 

sessions to reflect and critique processes.  Acknowledging the limitation of data 

misinterpretation is essential for future research.  Yet, this story could not be told 

without closeness to the women and the data.  
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The primary stakeholder were the women who uniquely told their story.  Only they 

can express what it is like to experience rectal emptying difficulty.  However, a 

missed opportunity was not including other stakeholders, such as the healthcare 

professional.  The study would have benefited from including their viewpoint 

through semi-structured interviews and/or focus group (Shah et al., 2009).  

Notably to help convey experiences, barriers, and attitudes towards helping 

women with rectal emptying difficulty.   

10.5 Contribution to Clinical Practice 

This research posed the question ‘does the patient-centred device help women 

who have rectocele manage obstructive defaecation more effectively and 

satisfactorily than their usual methods?’.  As a result of this research, there is now 

evidence, albeit still limited, that the sense of incomplete emptying and feeling 

blocked improved with the use of the patient-centred device.  Furthermore, most 

women reported that the device was better than not using it, with participants 

reporting positively on preference, self-reported effectiveness, ease of use, and 

convenience.  Consequently, the invention of the patient-centred device has 

provided a viable alternative option to digitation and presents a pioneering 

contribution for women with rectal emptying difficulty.  The device is commercially 

available and within the NHS Supplies catalogue and has extended its reach 

beyond the UK.  As previously discussed, the NHS has several offerings to 

support innovation, yet the device made its way into clinical practice independently 

against the odds.  The innovation journey for the device was not subject to a 

formal innovation or funding pathway.  That notwithstanding, it must be 

emphasised that NHS Innovations (when in existence) supported the invention 
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and subsequent innovation, albeit only at an early stage. There was minimal 

support available for scaling up the roll-out of this device, and this needs to be 

addressed in the quest for increasing innovation.   

10.6 Contribution to Knowledge 

The second research question asked served to elicit what the lived experience is 

like for women who experience difficulty emptying their rectum because of 

obstructive defaecation due to rectocele.  The themes that arose from Phase 2 of 

the mixed methods approach and the associated quotations uncover the secret 

world of how women handle and cope with rectal emptying problems.   Women 

were given a voice and the opportunity to reveal, through interviews, their lived 

experience, which is new and makes a significant contribution to the existing 

knowledge base.  This rich and yet harrowing insight has, until now, been sadly 

lacking.  Without the invention of the patient-centred device, the lid may not have 

been lifted.  How this informs healthcare is a vital matter.  Steps must be taken to 

encourage health professionals to use this new evidence and translate it into their 

practice, truly adopting an evidence-based practice approach. Thus, healthcare 

must clinically enquire, by asking their female patients who present with a bladder 

or bowel dysfunction if there is difficulty with rectal emptying being experienced.   

10.7 Implementation of evidence 

As previously highlighted, implementation science is essential to improve access 

to and treatment of rectal emptying difficulty in women.  To that end, the 

successful implementation of the patient-centred device into the therapeutic 

setting is an important outcome of this thesis.  Women can have an alternative 

option to digitation.  The development of an implementation framework aims to 
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transform practice and enrich healthcare (Figure 9.3).  The framework builds on 

the MRC guidance, development, feasibility/piloting, evaluation, and 

implementation.  A natural progression of this research includes firstly, drawing 

upon the evidence from this research, the encouraging usability of the patient-

centred device combined with improved understanding of the user experience.  

Secondly to drive scaling up by strengthening PPI, clinical pathway development, 

review of the device design, a multi-site RCT and spreading innovation nationally 

and internationally.  Thirdly and finally, sustainability by effective leadership, drug 

tariff submission, information technology (for example smartphone application), 

social media and shifting organisational culture through HCP engagement. 

10.8 Recommendations for practice and future research 

In addition to the contributions to practice and knowledge, and evidence 

implementation, the following recommendations add further comment for practice 

and future research.  With specific focus on clinical practice, research, product 

design, and availability.  

10.8.1  Clinical practice 

The research journey initially started in clinical practice, where women who 

intuitively approached rectal emptying difficulty using digitation (their fingers to 

empty the rectum) were identified. Travelling this journey recognised the necessity 

to integrate clinical inquiry about rectal emptying difficulty with women who need to 

access healthcare.  Routinely asking, in a sensitive manner, each woman, if they 

experience difficulty with rectal emptying, may provide an opportunity for 

disclosure and avoid unnecessary suffering.  Depending on the consultation 

outcome, some women can be signposted to the patient-centred device option.  
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Embedding clinical inquiry and self-management intervention options into clinical 

practice should take advantage of the NICE Clinical Knowledge Summaries on 

Constipation, which will require updating considering these research findings.  

10.8.2  Research 

The mixed-method study that has been reported in this thesis has identified that it 

is feasible to investigate the uptake and use of the patient-centred device for 

women with rectal emptying difficulty.  It is recommended that a multi-site 

randomised clinical trial be considered, fully funded, and supported by a clinical 

research network. Inclusion of stakeholders, such as healthcare professionals, 

and defining areas of focus, for example, comparison with other interventions and 

cost effectiveness should be considered.  Furthermore, the potential of social 

media is a worthy tool within the methodological design. 

10.8.3  Product design and availability  

The women who took part in this research provided valuable feedback on the 

current design of the patient-centred device.  This included suggestions to modify 

the handle length, paddle size, material flexibility, and a preference for different 

colours.  Therefore, the untapped resource of online customer feedback from 

women who self-purchase the device can and should be used to inform human-

centred design.  Additionally, Drug Tariff availability of the patient-centred device 

for women within primary care should be progressed.  A formal application to the 

Drug Tariff is required, and the patient-centred device to be available for usage 

through the DT1 Form Part B. (CE Marked Class I Non-Sterile Medical Devices).  
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10.9 Summary 

The journey captured in this thesis has navigated role modelling for toileting 

training in childhood, an individual's belief system in looking after themselves, and 

how they cope in adverse situations helps to elaborate the complexity of bowel 

function against a backdrop of what can seem to be a simple fact of human life.  

Seizing a clinical problem in bowel dysfunction highlighted the interconnectedness 

of invention and innovation and that developing an invention is not sufficient to 

guarantee effective implementation into healthcare practice.  Determining the 

range of available interventions, the scoping review identified two interventions, 

which were all healthcare initiated. No self-initiated interventions were identified, 

thereby highlighting a significant gap in the evidence base. The findings and 

recommendations arising from this thesis helped address this gap in the evidence 

base, by identifying those women who can benefit from a patient-centred device 

that offers a self-initiated alternative to digitation for dealing with rectal emptying 

difficulty.  The use of a metaphor throughout the thesis has facilitated scrutiny, 

reflection and offered an identity for the research.   The women have been given a 

voice and revealed their weft of lived experience, and their suffering, which is 

hoped will help to inform clinical practice leading to better care being offered, 

improved quality of life for women, and further research.  This pioneering work has 

started to break ground on an unspoken subject.   
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Appendix 1: Search strategies 

Search  Query Records 
retrieved 

Medline 
(Ovid) 
search 
conducted 
on 
21.05.2019 

15 Medline ("obstructive defecation" OR "obstructive defaecation" 
OR rectocele).ti,ab                                                     

18 Medline (empt* ADJ1 (rectum OR rectal)).ti,ab              

40 Medline RECTOCELE/                                     

41 Medline (15 OR 18 OR 40)                             

20 Medline (Pelvic OR Biofeedback OR "Rectal irrigation" OR 
Lavage OR Laxative* OR Suppositor* OR Enema* OR Electro-
stimulation OR electrotherapy OR electrostimulation OR Digitat* OR 
Splint* OR Conservative OR Patient-centred OR Patient-centered).ti,ab
  

21 Medline "THERAPEUTIC IRRIGATION"/               

22 Medline ENEMA/                                     

23 Medline "ELECTRIC STIMULATION THERAPY"/           

24 Medline "CONSERVATIVE TREATMENT"/            

25 Medline (20 OR 21 OR 22 OR 23 OR 24)          

42 Medline (41 AND 25)                                       
  

 

1231 

202 

663 

1589 

 

 

302027 

17042 

6926 

19693 

1755 

334284 

903 

Limit from 1984 to present; language limits to English only  

 

Search  Query Records 
retrieved 

EMBASE 
(Elsevier) 

search 
conducted 
on 
21.05.2019 

5     (empt* ADJ2 (rectum OR rectal)).ti,ab                 

6     ("obstructive defecation" OR "obstructive defaecation" OR 
rectocele).ti,ab                                            

7      DEFAECATION DISORDER/ OR RECTOCELE/ 

(5 OR 6 OR 7)                                             

9     (Pelvic OR Biofeedback OR "Rectal irrigation" OR Lavage OR 
Laxative* OR Suppositor* OR Enema* OR Electro-stimulation OR 
electrotherapy OR electrostimulation OR Digitat* OR Splint* OR 
Conservative OR Patient-centred OR Patient-centered).ti,ab  

11     COLON LAVAGE SYSTEM/                            

12     CONSERVATIVE TREATMENT/ OR ENEMA/ OR 
ELECTROSTIMULATION/                                

13     (9 OR 11 OR 12)                                  

14     (8 AND 13)                                          

407 

 

2333 

 

4668 

 

 

5511 

12 

 

148470 

516000 

2652  

1976 (after 
duplicates 
removed) 

Limit from 1947 to present; language limits to English only  
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Search  Query Records 
retrieved 

PsycINFO 

(APA) 

search 
conducted 
on 
21.05.2019 

44 ("obstructive defecation" OR "obstructive defaecation" OR 
rectocele).ti,ab 

45 DEFAECATION/ 

46 (43 OR 44 OR 45) 

47 (Pelvic OR Biofeedback OR "Rectal irrigation" OR Lavage OR 
Laxative* OR Suppositor* OR Enema* OR Electro-stimulation OR 
electrotherapy OR electrostimulation OR Digitat* OR Splint* OR 
Conservative OR Patient-centred OR Patient-centered).ti,ab 

48 BIOFEEDBACK TRAINING/ 

49 (47 OR 48) 

50 (46 AND 49) 

6 

 

640 

648 

24978 

 

 

2583 

25468 

20 

14 (after 
duplicates 
removed) 

Limit from 1967 to present; language limits to English only  

 

Search  Query Records 
retrieved 

CINAHL 

(EBSCO) 

search 
conducted 
on 
21.05.2019 

27 ("obstructive defecation" OR "obstructive defaecation" OR 
rectocele).ti,ab 

28 (empt* ADJ2 (rectum OR rectal)).ti,ab 

36 RECTOCELE/ 

37 (27 OR 28 OR 36) 

30 (Pelvic OR Biofeedback OR "Rectal irrigation" OR Lavage OR 
Laxative* OR Suppositor* OR Enema* OR Electro-stimulation OR 
electrotherapy OR electrostimulation OR Digitat* OR Splint* OR 
Conservative OR Patient-centred OR Patient-centered).ti,ab 

32 BOWEL IRRIGATION (IOWA NIC)/ 

33 ELECTRIC STIMULATION/ 

34 ENEMA/ 

35 (30 OR 32 OR 33 OR 34) 

38 (37 AND 35) 

143 

 

24 

128 

231 

60963 

 

 

1 

9595 

975 

70492 

140 

25 (after 
duplicates 
removed) 

Limit from 1984 to present; language limits to English only  
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Search  Query Records 
retrieved 

Emcare 

(Ovid) 

search 
conducted 
on 
21.05.2019 

51 (empt* ADJ2 (rectum OR rectal)).ti,ab 

52 ("obstructive defecation" OR "obstructive defaecation" OR 
rectocele).ti,ab 

53 DEFAECATION DISORDER/ 

54 RECTOCELE/ 

55 (51 OR 52 OR 53 OR 54) 

56 (Pelvic OR Biofeedback OR "Rectal irrigation" OR Lavage OR 
Laxative* OR Suppositor* OR Enema* OR Electro-stimulation OR 
electrotherapy OR electrostimulation OR Digitat* OR Splint* OR 
Conservative OR Patient-centred OR Patient-centered).ti,ab 

57 ENEMA/ 

58 COLON LAVAGE/ 

59 ELECTROSTIMULATION/ 

60 CONSERVATIVE TREATMENT/ 

61 (56 OR 57 OR 58 OR 59 OR 60) 

62 (55 AND 61) 

57 

232 

 

548 

423 

990 

87838 

 

 

2152 

368 

10852 

27708 

113782 

464 

30 (after 
duplicates 
removed) 

Limit from 2005 to present; language limits to English only  

 

Search  Query Records 
retrieved 

AMED 

(Ovid) 

search 
conducted 
on 
21.05.2019 

63 (empt* ADJ2 (rectum OR rectal)).ti,ab 

64 ("obstructive defecation" OR "obstructive defaecation" OR 
rectocele).ti,ab 

65 DEFAECATION/ 

0 

0 

 

17 

Limit from 1985 to present; language limits to English only  

 

 

Search  Query Records 
retrieved 

Web of 
Science 

(Thomson 
Reuters) 

search 
conducted 
on 
11.06.2019 

 4         #2 AND #1 

Refined by: [excluding] WEB OF SCIENCE CATEGORIES: (SURGERY 
OR GASTROENTEROLOGY HEPATOLOGY OR UROLOGY 
NEPHROLOGY OR RADIOLOGY NUCLEAR MEDICINE MEDICAL 
IMAGING OR BIOTECHNOLOGY APPLIED MICROBIOLOGY OR 
ANESTHESIOLOGY OR RHEUMATOLOGY OR PEDIATRICS) 

3          #2 AND #1 

284 

 

 

 

 

961 
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Indexes=SCI-EXPANDED, SSCI, A&HCI, CPCI-S, CPCI-SSH, ESCI 
Timespan=All years 

2          TS=(Pelvic OR Biofeedback OR "Rectal irrigation" OR Lavage 
OR Laxative* OR Suppositor* OR Enema* OR Electro-stimulation OR 
electrotherapy OR electrostimulation OR Digitat*) 

Indexes=SCI-EXPANDED, SSCI, A&HCI, CPCI-S, CPCI-SSH, ESCI 
Timespan=All years 

1           TS=("obstructive defaecation" OR "obstructive defaecation" OR 
rectocele) Indexes=SCI-EXPANDED, SSCI, A&HCI, CPCI-S, CPCI-
SSH, ESCI Timespan=All years 

 

183537 

 

 

 

 

1459 

 

118 (after 
duplicates 
removed) 

Limit from 1997 to present; language limits to English only  

 

Search  Query Records 
retrieved 

Scopus 

(Elsevier) 

search 
conducted 
on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

6 

Limit from 2004 to present; language limits to English only  

 

Search  Query Records 
retrieved 

Prospero 

(NIHR) 

search 
conducted 
on 
05.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

0 

Limit from 2011 to present; language limits to English only  

 

Search  Query Records 
retrieved 

Open Grey 

(GreyNet 
International) 

search 
conducted on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive 
defaecation      

0 

Limit from 1992 to present; language limits to English only  
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Search  Query Records 
retrieved 

ClinicalTrials.gov 

(US National 
Library of 
Medicine) 

search conducted 
on 17.06.2019 

Key words: rectocele; obstructive defecation; obstructive 
defaecation      

1 

Limit from 2000 to present; language limits to English only  

 

Search  Query Records 
retrieved 

International 
Clinical 
Trials 
Registry 
Platform 
Search 
Portal 

(WHO) 

search 
conducted on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

0 

Limit from 2004 to present; language limits to English only  

 

Search  Query Records 
retrieved 

UK 
Clinical 
Trials 
Gateway 
(NHIR) 

search 
conducted 
on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

0 

Limit from 2006 to present; language limits to English only  
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Search  Query Records 
retrieved 

International 
Standard 
Randomised 
Controlled 
Trial 
Number 
Registry 

(ISRCTN) 

search 
conducted on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

1 

Limit from 2000 to present; language limits to English only  

 

Search  Query Records 
retrieved 

JBI 

(University 
of 
Plymouth 
Portal) 

search 
conducted 
on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

0 

Limit from 2010 to present; language limits to English only  

 

Search  Query Records 
retrieved 

Epistemonikos 

(Epistemonikos 
Foundation) 

search 
conducted on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive 
defaecation      

0 

Limit from 2009 to present; language limits to English only  
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Search  Query Records 
retrieved 

Cochrane 
Library 

(Wiley) 

search 
conducted 
on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

26 

Limit from 1996 to present; language limits to English only  

 

Search  Query Records 
retrieved 

ProQuest 
Dissertations 
and Theses 
(ProQuest) 

search 
conducted on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive 
defaecation      

0 

Limit to 1938 to present; language limits to English only  

 

Search  Query Records 
retrieved 

MedNar 

search 
conducted 
on 
17.06.2019 

 Key words: rectocele; obstructive defecation; obstructive defaecation
      

0 

Limit from 1972 to present; language limits to English only  
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Appendix 2: Studies ineligible following full-text review 

# Study Reason for exclusion 

1 Rao, S. S. C., Welcher, K. D., & Pelsang, R. E. 
(1997). Effects of biofeedback therapy on 
anorectal function in obstructive defecation. 
Digestive Diseases and Sciences, 42(11), 2197-
2205. 

Ineligible population: no gender 
outcome detail  

2 Rao, S. S. C., Welcher, K. D., & Leistikow, J. S. 
(1998). Obstructive defecation: A failure of 
rectoanal coordination. American Journal of 
Gastroenterology, 93(7), 1042-1050. 

Ineligible population: no gender 
outcome detail 

3 Pucciani, F., Reggioli, M., & Ringressi, M. N. 
(2012). Obstructed defaecation: What is the role 
of rehabilitation? Colorectal Disease, 14(4), 474-
479 

Ineligible population: no gender 
outcome detail 

4 Mazor, Y., Kellow, J. E., Prott, G. M., Jones, M. 
P., & Malcolm, A. (2019). Anorectal biofeedback: 
an effective therapy, but can we shorten the 
course to improve access to treatment? 
Therapeutic advances in gastroenterology, 12, 
1756284819836072 

Ineligible population: no gender 
outcome detail 

5 Lau, C. W., Heymen, S., Alabaz, O., Iroatulam, 
A. J. N., & Wexner, S. D. (2000). Prognostic 
significance of rectocele, intussusception, and 
abnormal perineal descent in biofeedback 
treatment for constipated patients with 
paradoxical puborectalis contraction. Diseases of 
the Colon and Rectum, 43(4), 478-482. 

Ineligible population: no gender 
outcome detail 

6 Gosselink, M. P., Darby, M., Zimmerman, D., 
Smits, A., Van Kessel, I., Hop, W., . . . Schouten, 
W. (2005). Long‐term follow‐up of retrograde 
colonic irrigation for defaecation disturbances. 
Colorectal Disease, 7(1), 65-69. 

Ineligible population: no gender 
outcome detail 

7 Chan, D., Saklani, A., Shah, P., Lewis, M., & 
Haray, P. (2012). Rectal irrigation: a useful tool 
in the armamentarium for functional bowel 
disorders. Colorectal Disease, 14(6), 748-752. 

Ineligible population: no gender 
outcome detail 

8 Cadeddu F, Salis F, Ciangola CI, Milito G. 
Biofeedback and electrostimulation: Last chance 
or first choice for obstructed defecation? Surgery 
(United States). 2015; 157(2):405-6. 

Ineligible context: not enough detail was 
included in the article, which was an 
editorial letter only.   

9 Wadhawan HaB, S. R. Role of multidisciplinary 
pelvic floor clinic in the management of complex 
pelvic floor disorders; a conservative approach 
may be appropriate. Colorectal Dis. 2009; 11:29. 

Ineligible context: The paper does not 
have enough detail to address scoping 
review questions. 

10 Yang J, Han J, Zhu F, Wang Y. Ring and 
Gellhorn pessaries used in patients with pelvic 
organ prolapse: a retrospective study of 8 years. 
Arch Gynecol Obstet. 2018; 298(3):623-9. 

Ineligible context: The paper does not 
have enough detail to address scoping 
review questions. 

11 Dailianas A, Skandalis N, Rimikis MN, 
Koutsomanis D, Kardasi M, Archimandritis A. 
Pelvic floor study in patients with obstructive 
defecation: Influence of biofeedback. J Clin 
Gastroenterol. 2000; 30(2):176-80. 

Ineligible concept: a comparison study 
between three groups – Group A 
included 24 patients with obstructive 
defaecation, Group B, 25 patients with 
constipation, and Group C, 22 healthy 
controls and the evaluation of 
biofeedback treatment.  Rectocele was 
excluded from Group A. 
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12 Pucciani F, Raggioli M, Ringressi M. Usefulness 
of psyllium in the rehabilitation of obstructed 
defecation. Tech Coloproctol. 2011; 15(4):377-
83. 

Ineligible concept: the study investigates 
psyllium, which is in the laxative family.   

13 Resende A, Stuepp L, Bernardes B, Torelli L, 
Oliveira E, Castro R, et al. Pelvic organ prolapse 
symptoms: can exercises program improve it? 
International Urogynecology Journal. 2013; 
24:S64-S. 

Ineligible concept: did not meet scoping 
review questions. There is no specific 
mention of rectal emptying difficulties – 
only briefly mentions rectocele 
improvement and not as a symptom. 

14 Cadeddu, F. S., P. Franceschilli, L. De Luca, E. 
Grande, M. Milito, G. (2012). Biofeedback 
therapy plus anal electrostimulation for the 
treatment of obstructed defecation. Techniques 
in Coloproctology, 16(1), 99. 

Unable to obtain full-text paper: abstract 
only – author contacted  

15 Fomenko, O., Titov, A., Belousova, S., & 
Egorova, D. (2017). The role of biofeedback 
therapy in functional disorders. Paper presented 
at the Neurogastroenterology and Motility. 

Unable to obtain full-text paper: abstract 
only – author contacted 

16 Aigner F, M. D., Mascher A, Maier H, 
Zweckberger A, Madersbacher H. (2011). 
Transanal irrigation - A promising strategy of 
conservative treatment for defaecation disorders; 
short- and medium-term results. International 
Urogynecology Journal and Pelvic Floor 
Dysfunction, 22. 

Unable to obtain full-text paper: abstract 
only – author advised that publication 
could not be completed. 

17 Bennett, R., Mongiu, A., Farmer, R., Abell, T., & 
Stocker, A. (2018). SACRAL NERVE 
STIMULATION FOR CONSTIPATION. Paper 
presented at the Diseases of the Colon & 
Rectum. 

Unable to obtain full-text paper: abstract 
only – author contacted 

18 Proctor, M. J. M., W. Collie, M. H. S. (2016). 
Sacral nerve stimulation to treat failure of 
defecation and constipation as an alternative to 
surgical intervention. Colorectal Disease, 18, 63. 

Unable to obtain full-text paper: abstract 
only – author contacted 

19 Giraudo, D., Beccaria, N., & Lamberti, G. (2011). 
Pelvic floor muscle training, negative pressure 
abdominal exercise and pelvic organ prolapse 
symptoms: a randomized clinical trial. Paper 
presented at the Neurourology and 
Urodynamics. 

Unable to obtain full-text paper: abstract 
only – author contacted 

20 Byrne, S. G., T. McCaffrey, C. Molyneux, W. 
Baraza, A. Sharma, K. Telford. (2016). Is trans-
anal rectal irrigation (TARI) an effective 
treatment for patients with severe anorectal 
dysfunction? Colorectal Disease, 18, 44. 

Unable to obtain full-text paper: abstract 
only – author contacted 

21 Haiying, C. D., H. P. Kamisan Atan, I. Caudwell-
Hall, J. Guzman Rojas, R. (2014). Digitation 
associated with defecation: What does it mean in 
urogynecological patients? Neurourology and 
Urodynamics, 33(6), 882-883. 

Unable to obtain full-text paper: abstract 
only – author contacted 

22 Gurland, B. H. R. D. P., T.  Hull, T. Zutshi, M. 
(2018). High doses of botox to treat levator 
spasm and obstructed defecation: To repeat or 
not. Diseases of the Colon and Rectum, 61(5). 

Unable to obtain full-text paper: abstract 
only – author contacted 

23 Courtice, S. C., M.  Mohanlal, A.  Ward, L. 
Weedon, N. Warwick, A. Gillespie, C. (2018). 
Dietetics is integral to the conservative 
management of functional defecatory disorders. 
Colorectal Disease, 20, 45 

Unable to obtain full-text paper: abstract 
only – author contacted 
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24 Ron, Y. (2018). A randomized, open, placebo-
controlled feasibility study to assess the value of 
specially designed toilet seat for patients 
suffering from obstructed defecation type of 
constipation. Paper presented at the 
Neurogastroenterology and Motility. 

Unable to obtain full-text paper: abstract 
only – author contacted 

25 Hagen S. A clinical trial to study the effects of 
traditional treatments in patients with pelvic 
organ prolapse. 2015 [cited Available from: 
https://clinicaltrials.gov/ct2/show/NCT01171846 

Unable to obtain full-text paper: no 
paper available (reported on clinical 
trials website) 
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Appendix 3: Data extraction instrument 

Scoping review details 

Scoping review title: Identifying what health care initiated and self-initiated interventions are 
used by women for the management of rectal emptying difficulty 
secondary to obstructive defaecation: a scoping review 

Review objective: This scoping review aims to identify what interventions are used by 
women for the management of rectal emptying difficulty secondary to 
obstructive defaecation.  

Review question: What health care–initiated and self-initiated interventions are used by 
women for the management of rectal emptying difficulty secondary to 
ODS? 

Inclusion/exclusion criteria 

Population Adult female 

Concept Literature includes interventions such as digitation or splinting; or health 
care–initiated approaches such as suppositories, enemas, transanal 
irrigation, biofeedback, or electro-stimulation used by women to manage 
rectal emptying difficulty. 

Context Considers studies that focus on adult women (over the age of 18 years) 
living in their own homes in the community. 

Types of study Experimental and quasi-experimental study designs; analytical 
observational studies including prospective and retrospective cohort 
studies, case-control studies and analytical cross-sectional studies, and 
qualitative studies 

Study details and characteristics 

Study citation details (e.g., author/s, date, 
title, journal, volume, issue, p.s) 

  

Country  

Type of study  

Type of paper  

Context  

Study inclusion criteria  

Study exclusion criteria  

Sample size (size/age/gender)  

Participants  

Details/results extracted from the study (in relation to the concept of the scoping review) 

Health care initiated interventions   

Self-management interventions  

Follow-up  
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Appendix 4: Characteristics of included studies 

Study Context Intervention Type of staff 

providing 

intervention 

Participant 

characteristics 

Groups Outcomes 

measured 

Description of main 

results 

Treatment of 

impaired 

defecation 

associated with 

rectocele by 

behavioral 

retraining 

(biofeedback) 

Mimura T, Roy 

AJ, Storrie JB, 

Kamm MA. 2000 

(Mimura et al., 

2000) 

Physiology Unit 

Determine the 

efficacy of 

biofeedback therapy 

Biofeedback Biofeedback 

specialist nurse 

Impaired rectal 

evacuation with a 

rectocele greater 

than 2cm at 

proctography. The 

median size of the 

rectocele was 

2.7cm (range, 2.1-

5), barium 

trapping was seen 

in 20 patients 

(63%). Intrarectal 

intussusception in 

12 patients (38%), 

perineal descent 

in 16 patients 

(50%), and 

enterocele in 12 

patients (38%). 

32 women 

(median age, 52 

years) 

Bowel symptoms 

before and 

immediately after 

biofeedback and 

follow-up 

Three (12%) of the 25 

patients had completely 

resolved their bowel issues 

at the follow-up. Twenty-

two people (88%) said their 

symptoms had improved. 

The proportion of patients 

who had to strain, felt like 

their evacuation was 

incomplete, needed digital 

defaecation assistance, or 

needed to use an evacuant 

all dropped. None of these 

reductions, however, were 

statistically significant. 

Management of 

patients with 

rectocele, multiple 

pelvic floor 

dysfunctions, and 

obstructed 

Outpatient setting 

Efficacy of clinical 

management 

followed by 

biofeedback, and 

Biofeedback No detail Pelvic floor 

dysfunction in the 

posterior 

compartment 

involving anal 

canal and inferior 

175 women 

(mean age = 

54yrs; range 26-

84) 103 met 

inclusion criteria 

103 women 

received clinical 

treatment for three 

months; 

subsequently 

assigned to one of 

The constipation score 

improved in around half of 

the patients without 

surgery (clinical 

management alone = 33%; 

clinical management plus 
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defecation 

syndrome 

Murad-Regadas 

SM, Regadas 

FSP, Rodrigues 

LV, Fernandes 

GO da S, Buchen 

G, Kenmoti VT. 

2012(Murad-

Regadas et al., 

2012) 

surgical treatment in 

patients with 

obstructed 

defecation, 

rectocele, and 

multiple 

dysfunctions 

evaluated with 

echodefecography. 

rectum (including 

Grade I, II, and III 

rectocele, rectal 

intussusception, 

prolapse of the 

anal canal 

mucosa and 

anismus or non-

relaxation) and in 

the middle 

compartment 

involving vagina 

and uterus (Grade 

III 

enterocele/sigmoi

docele) 

three treatment 

groups: Group 1 

(n=34) exposed to 

clinical treatment 

only (fibre-rich diet 

(up to 30 g 

bran/day), liquid (up 

to 2 Litres/day) and 

bulk laxative for 

three months) 

Group II (n=14) 

continued with 

clinical treatment 

plus biofeedback 

(for those who did 

not respond to 

clinical treatment; 

twice a week for up 

to 10 sessions in 

the outpatient 

department) Group 

III (n=55) referred to 

surgical intervention 

– data not extracted 

for scoping review 

biofeedback = 13.6%). In 

total, 48 women were 

assigned to Group I or II 

(clinical management with 

or without biofeedback) 

and 55 to surgery. 

Biofeedback-

guided pelvic floor 

exercise therapy 

for obstructive 

defecation: an 

effective 

alternative 

General Surgical 

Department 

Compare the 

quality-of-life scores 

of patients 

diagnosed with 

obstructive 

defecation (OD) 

Biofeedback Specialist 

researchers  

Patients were 

assigned by 

computerised 

randomisation to 

BFT (n=44) or 

PEG (n=44) 

groups 

88 consecutive 

patients: BFT 

group, median 

age = 54yr; and 

PEG group, 

median age = 

57yr 

BFT group had five-

week manometric 

guided biofeedback 

training sessions 

lasting 30 min each. 

PEG group - oral 

polyethylene glycol 

treatment was 

administered; 17g 

The Wexner Score data of 

the BFT group patients 

were considerably higher 

than the PEG group at 

each follow-up; 79.54% of 

BFT group patients 

resolved their constipation 

symptoms, compared to 

20.45% of the PEG group 
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Wen N-R, Hu Y-L, 

Zhao L, Tuxun T, 

Husaiyin A, Sailai 

Y, et al. 

2014(Wen et al., 

2014) 

after biofeedback 

therapy (BFT) or 

oral polyethylene 

glycol (PEG) 

management. 

of laxative with 

water x 3 daily over 

14 days (+ high 

fibre diet) 

patients. The BFT group's 

quality-of-life scores were 

enhanced. The BFT 

group's average quality of 

life score using the 

PACQOL questionnaire 

was 80 2.2 at the final 

follow-up time. 

Individualised 

pelvic floor muscle 

training in women 

with pelvic organ 

prolapse 

(POPPY): a 

multicentre 

randomised 

controlled trial 

Hagen S, Stark D, 

Glazener C, 

Dickson S, Barry 

S, Elders A, et al. 

2014(Hagen et al., 

2014) 

Outpatient 

gynaecology clinics 

Effectiveness of 

one-to-one 

individualised of a 

PFMT for reducing 

prolapse symptoms 

Pelvic floor 

therapy 

Women’s health 

physiotherapists 

New patients at 

outpatient 

gynaecology 

clinics with 

symptomatic 

prolapse at 25 

centres (23 in the 

UK; one in 

Dunedin, New 

Zealand; and one 

in Sydney, 

Australia) 

447 patients were 

randomised to the 

intervention group 

(n=225) or the 

control group 

(n=222); the mean 

age of participants 

was 56·8 years 

Intervention group 

patients were 

invited to attend five 

one-to-one pelvic 

floor muscle training 

appointments over 

16 weeks (at weeks 

0, 2, 6, 11, and 16) 

with a women’s 

health 

physiotherapist. An 

individualised home 

exercise 

programme was 

prescribed based 

on examination 

findings. Control 

group -patients with 

prolapse received 

lifestyle advice 

leaflet and no 

muscle training 

At 6 and 12 months, 

women in the intervention 

group reported a larger 

improvement in prolapse 

symptoms (a significantly 

lower POP-SS) than those 

in the control group. After 

six months of muscle 

training, the intervention 

group had a lower 

prevalence of each specific 

prolapse symptom and 

bladder, bowel, and sexual 

problems, as well as a 

higher quality of life. 

Furthermore, at 6 and 12 

months, women in the 

intervention group were 

more likely to indicate that 

their prolapse was 

improved. 
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Outcomes of a 

comprehensive 

nonsurgical 

approach to pelvic 

floor rehabilitation 

for urinary 

symptoms, 

defecatory 

dysfunction (DD), 

and pelvic pain  

Starr JA, Drobnis 

EZ, Lenger S, 

Parrot J, Barrier 

B, Foster R. 

2013(Starr et al., 

2013) 

Outpatient setting  

Clinical efficacy of 

comprehensive 

pelvic floor rehab in 

women with 

symptoms of pelvic 

floor dysfunction  

Pelvic floor 

therapy 

Urogynaecology 

advanced practice 

nurses 

Referred for pelvic 

floor therapy for 

patients with 

urinary, bowel, 

pelvic pain, and 

sexual symptoms 

over four years. 

681 patients 

returned after the 

first session. 

778 records of 

women over 18yrs 

Age range 18-

95yrs; mean age 

= 51yrs 

Five therapy 

sessions (one 

session every two 

weeks). Symptom 

questionnaires from 

the second visit to 

the final visit were 

completed. 

In the three primary 

categories studied (urinary 

incontinence, defecatory 

dysfunction, and pelvic 

pain), the average 

symptom reduction was 

80%; DD demonstrated 

considerable improvement 

at the second and third 

sessions, but not after that. 
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Appendix 5: Concept Map 
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Appendix 6: Product Evaluation Questionnaire 

Women are commonly concerned about a heavy, dragging feeling in their 

genital area that can be caused by vaginal prolapse.  There are different types 

of prolapse, such as bulging of the front wall of the vagina (cystocele), descent 

of the womb (uterus) or bulging of the back wall (rectocele).  If the back wall is 

prolapsed, this can distort the position of the rectum (this holds the stool until 

ready to be passed) and therefore there may be difficulty in passing stool or a 

feeling that it has not emptied properly.  To cope with this, some women will 

resort to using their fingers to apply pressure to the structures to aid passing 

their stool. 

What is Femmeze? 

We have developed a new product to help women with this inconvenient and 

uncomfortable problem (bulging of the back wall, known as rectocele).  

Essentially, the Femmeze product replaces the need to use fingers and is a 

simple design to help reposition the prolapse temporarily so that stool is passed 

more easily.  The product can be reused following simple washing instructions.   

Your help 

We are aiming to improve patient care for this condition, and therefore we are 

conducting an evaluation to understand how patients find using the Femmeze 

product compared to their own way of managing the condition. 

We are also applying for the Femmeze product to be placed on prescription in 

order to increase its availability to women. 

We would appreciate you completing this evaluation form and returning it in the 

envelope provided. 
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It is up to you to decide whether or not to take part.  You are free to withdraw at 

any time and without giving a reason.  A decision to withdraw at any time, or a 

decision not to take part, will not affect the care you receive. 

All information that is collected about you during the course of the evaluation 

will be kept strictly confidential. 

Thank you for taking time to be involved 

 

Section 1 - About you 

Your age…………… 

How long have you had the rectocele (bulging of the vaginal back wall) 

condition? .............. Years ..............Months 

Have you been advised that your condition is suited to surgical correction?       

Yes   / No  

Are you awaiting surgery?    Yes   / No 

Have you decided against surgery?    Yes   / No 

Have you had surgery that was not fully successful?    Yes   / No 

How do you currently manage the condition? 

Please tick any that apply:    

    do nothing 

    use my fingers (press inside or close to the vagina) 

  use my fingers (inside my anus) 

    use some other aid - please specify what  

…………………………………………………… 

Please offer any comments you may wish to about how you manage your 

condition, any impacts this has on your life 
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……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

Section 2 - Current management approach 

Please continue to manage the condition in your own chosen way for 

seven days, but in addition please keep a log of any observations you 

have about this: 

Day 1 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 2 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 3 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 4 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 5 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 6 
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……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 7 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

Section 3 – Using the Femmeze 

The product package includes instructions for use:  

Please ensure that you have read and understood the instructions for use 

provided with the Femmeze    

Please keep a log of any observations during your use of the Femmeze: 

Day 1 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 2 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 3 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 4 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 5 

……………………………………………………………………………………………

…………………………………………………………………………………………… 
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Day 6 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

Day 7 

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

Where did you use the Femmeze? (please tick) 

  Only when at home  

  Anywhere I needed to - at home and at other places whilst out 

  Only whilst out 

 

Section 4 - Your feedback 

4.1 Preference 

Comparing your previous way of managing the condition, with using the 

Femmeze, which method did you prefer and why? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

4.2  Effectiveness 

Regarding how well the Femmeze helps you to deal with your condition, how 

did you find it? (please circle)  

very effective   

useful    

slightly helpful     
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not at all effective  

 

Any comments? 

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

4.3 Ease of use  

Regarding how easy it was to use the Femmeze, how did you find it? (please 

circle) 

very easy   

easy   

acceptable   

difficult  

very difficult 

 

Any comments? 

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

4.4 Comfort 

If you chose to use Femmeze as a regular part of managing your condition, how 

comfortable was it? (tick all that apply) 

  Comfortable 

  Uncomfortable 
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  I noticed bleeding 

  It was painful 

Any comments? 

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

4.5 Convenience, Storage and Carrying 

Please tell us if you found it convenient or not to keep Femmeze with you for 

when you wanted to use it: (please circle) 

very convenient            

convenient      

acceptable       

inconvenient  

very inconvenient  

 

Any comments? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

4.6 The ‘feel’ of Femmeze 

As a personal product for women to use to help manage their condition how 

does the product ‘feel’ to you? Please include in your comment’s aspects such 

as the appearance, colour, carry case etc. 
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……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

4.7 Availability on prescription 

Do you think the Femmeze should be available on prescription?    Yes   / No 

 

Do you think you would use the Femmeze to help with your condition on a long-

term basis?                                                                   

                                                                                                           Yes   / No 

Comment………………………………………………………………………………… 

…………………………………………………………………………………………… 

 

Finally, do you have any suggestions on how we could make this a better 

product? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………………………………………………………………………………… 

 

Thank you very much for your participation 
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Appendix 7: Are you bothered by your bowel poster 
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Appendix 8: Patient Information Leaflet 

 

PATIENT INFORMATION SHEET 

An intervention to improve the management of 

posterior vaginal compartment prolapse using 

Femmeze®: a feasibility study 

 

We would like you to consider this research study and then decide whether or 

not you wish to take part. Before you decide whether to participate or not it is 

important for you to understand why the research is being done and what it will 

involve. Please take time to read the following information carefully and to 

decide whether or not you wish to take part. 

 

What is Femmeze? 

We have developed a device to help women with the uncomfortable problem of 

bulging of the back wall in the vagina, known as rectocele (prolapse).  The 

device replaces the need to use fingers and is a simple design to help 

reposition the prolapse temporarily so that stool is passed more easily from the 

rectum.  If the back wall is prolapsed, this can distort the position of the rectum 

(this holds the stool until ready to be passed) and therefore there may be 

difficulty in passing stool or a feeling that it has not emptied properly.  To cope 

with this, some women will resort to using their fingers to apply pressure to the 

structures to aid passing their stool. 

 

The device is trademarked Femmeze® and is protected by Community 

Registered Design.  It is made of an approved, non-toxic material.  It is a hand-

held angled device used vaginally. The device can be reused following simple 

washing instructions; and is registered as single-user item.  It is supplied with 
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user instructions and a discrete carry case for hygiene and ease of use. 

 

 

What is the purpose of this study? 

We are aiming to improve patient care for this condition and are conducting a 

study to understand how patients find using the Femmeze® device compared to 

their own way of managing the condition.   

 

What is involved if you take part in the study? 

If you agree to take part, we will ask you to complete some questionnaires 

before and after using the Femmeze® device for eight weeks.   

 

Do I have to take part? 

No, it is up to you to decide whether or not to take part. You can withdraw from 

the study at any time and without giving a reason without it having any effect on 

your medical treatment. If you would like to take part we will ask you to sign a 

consent form indicating your willingness to participate in the study. Any current 

or future healthcare that you receive will not be affected by deciding whether or 

not to take part in the study. Taking part in the study is voluntary. 

 

What else is involved in the study? 

Your consultant will have arranged for you to have a proctogram, which is a 

usual part of your care.  This will be performed in the Clinical Imaging 

Department.  During the proctogram itself, we may ask you to use the 

Femmeze device during an additional x-ray imaging sequence so that we can 

see how best it works for you.  The radiographer will provide you with the 

information relevant to the proctogram.   

 

What will happen next? 

By the time you read this, you will have been referred to the Urogynaecology or 

Colorectal Department because of the symptoms and bother you are having 
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with a prolapse.   Your consultant will have informed you about the study and 

asked for your permission to contact the lead investigator of the study, Sharon 

Eustice, Nurse Consultant.   Sharon will make contact with you to discuss the 

study in further detail, where you can ask any questions, you need.  She will ask 

if you would like to take part and if you say yes, Sharon will invite you to 

complete a consent form.  Sharon will teach you how to use the Femmeze® 

device, give you questionnaires to complete before and after using the device.  

You will also be provided with your own Femmeze® to use, which you are 

welcome to keep once the study has finished.   

 

Over an eight-week period, we would like you to use the Femmeze® instead of 

your usual way of managing your condition.  After this time, Sharon will contact 

you again.  However, Sharon will give you her contact details so that you can 

call her as you need during the eight weeks.  Following this, Sharon will invite 

you to meet with her for an interview.  The interview will be up to one hour long 

in a location of your choice.  The purpose of the interview is to give you 

opportunity to speak about your experiences of living with the problem and 

being part of the study.  We will treat your answers as confidential. We will not 

include your names or any other information that could identify you in any 

reports we write. We will destroy the notes and audiotapes after we complete 

our study and publish the results. At any time during this period, if you want to 

withdraw from the study, you are free to do so.   

 

Expenses and payments 

If you are eligible for travel expenses as part of your usual visits to the hospital, 

this should be requested in the usual way.   

 

What are the possible benefits of taking part? 

You will be treated by the doctors in the hospital in the usual way.  By taking 

part in this study, you may benefit from using the Femmeze® device, which 

might improve your quality of life.  Also, the information we get from this study 

will help improve future management of prolapse. 
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The standard pathway for helping women with difficulty emptying their rectum of 

stool currently consists of using suppositories, enemas or rectal irrigation.  

Femmeze will offer another choice for women.   

 

What are the possible risks of taking part? 

The proctogram, which is part of standard care, involves the use of x-ray 

radiation.  Exposure to radiation increases the risk of developing a cancer in 

later life. 

 

We may ask you to use the Femmeze device during an x-ray imaging sequence 

which is additional to standard care, so that we can see how best it works for 

you.  This may add up to 20% to the x-ray exposure used in the examination.  

This extra exposure is equivalent to less than six months of exposure to 

naturally occurring background radiation.    

 

The potential for harm with inserting Femmeze is low.  However, it is recognised 

that it may not help your symptoms, or you may feel it makes them worse.  You 

are encouraged to stop using Femmeze at any time.  Should the Femmeze® 

cause any discomfort or you do not want to continue using it at any time during 

the eight weeks, we ask that you inform Sharon Eustice (01726 873095 or email  

sharoneustice@nhs.net).  You are free to withdraw from the study at any time if 

you have any concerns. 

 

Will my taking part be kept confidential? 

Yes, we will keep your records confidential and any data we collect will be 

anonymised.  All patient information is stored on password protected NHS 

computer databases and in locked cabinets; and will only be accessible to the 

research team.  Your data will be allocated a unique identification number. 

 

What if there is a problem? 

If you wish to complain about any aspect of the way in which you have been 

approached or treated during the course of this study, you should contact the 

Patient Advisory Liaison Service on X or Sharon Eustice, Nurse Consultant on 

01726 873095 or by email on  sharoneustice@nhs.net 

 

mailto:Sharon.eustice@pch-cic.nhs.uk
mailto:Sharon.eustice@pch-cic.nhs.uk
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Will my GP be informed of my involvement in the study? 

Yes. We will send your GP a brief letter informing them of your participation in 

the study. 

 

How will the information I provide be used? 

We plan to publish the results in a health journal so others can read about and 

learn from the results of the study.  The results may also be shared at scientific 

conferences 

 

Thank you for reading this. 
If you have any questions or would like any more information, please 

contact  
Sharon Eustice 01726 873095 

Or email sharoneustice@nhs.net 
Please keep this information sheet for your records. 

If you agree to enter the study, please sign the attached consent form and 
we will return a copy to you. 
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Appendix 9: Consent Form 

 
Study Number: 
 
Patient Identification Number for this trial:  
 
CONSENT FORM  
 
Title of Project: An intervention to improve the management of posterior vaginal 
compartment prolapse using Femmeze®: a feasibility study 
 
Name of Researcher: Sharon Eustice, Nurse Consultant 
           
         Please initial box 

 
1.  I confirm that I have read and understand the information sheet dated
   

.................... (version............) for the above study. I have had the  
opportunity to consider the information, ask questions and have had  
these answered satisfactorily.  

 
2. I understand that my participation is voluntary and that I am free to  
   

withdraw at any time without giving any reason, without my medical  
care or legal rights being affected.  

 
3.  I understand that relevant sections of my medical notes and data  

collected during the study, may be looked at by individuals from 
X and X, from regulatory authorities  
or from the NHS Trust, where it is relevant to my taking part in this 
research.  
I give permission for these individuals to have access to my records.  

 
4.  I agree to my GP being informed of my participation in the study.  
 
 
5. I agree to take part in the above study.  
 
 
Name of Patient, Date, Signature and Initial 
 
…………………………………………………………………………………………… 
 
Name of Person, Date and Signature taking consent  
 
…………………………………………………………………………………………… 
 
 

When completed: 1 for participant; 1 for researcher site file; 1 (original) to be 
kept in medical notes. 
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Appendix 10: Patient-centred device user guide 
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Appendix 11: Bowel diary 

This diary is designed to give us a good idea of your bowel habits.  Please fill in the chart every day for 7 days (referring to the Bristol 

Stool Form Scale). 

 
Date 

 
Time 

 
Type of stool 
(use number 
from Bristol 
stool chart) 

 
Sense of 
incomplete 
emptying? 

 
Feeling of 
being 
blocked? 

 
Soiling? 
 
 

   
Laxative taken (name and dose): 
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Appendix 12: Device Feedback Questionnaire 

 

Device Feedback Questionnaire 

Women are commonly concerned about a heavy, dragging feeling in their 

genital area that can be caused by vaginal prolapse.  There are different types 

of prolapse, such as bulging of the front wall of the vagina (cystocele), descent 

of the womb (uterus) or bulging of the back wall (rectocele).  If the back wall is 

prolapsed, this can distort the position of the rectum (this holds the stool until 

ready to be passed) and therefore there may be difficulty in passing stool or a 

feeling that it has not emptied properly.  To cope with this, some women will 

resort to using their fingers to apply pressure to the structures to aid passing 

their stool. 

What is Femmeze®? 

We have developed a new product to help women with this inconvenient and 

uncomfortable problem (bulging of the back wall, known as rectocele).  

Essentially, the Femmeze® product replaces the need to use fingers and is a 

simple design to help reposition the prolapse temporarily so that stool is passed 

more easily.  The product can be reused following simple washing instructions.   

Your help 

We are aiming to improve patient care for this condition, and therefore we are 

conducting an evaluation to understand how patients find using the Femmeze® 

product compared to their own way of managing the condition. 

We would appreciate you completing this evaluation form and returning it in the 

envelope provided. 
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It is up to you to decide whether or not to take part.  You are free to withdraw at 

any time and without giving a reason.  A decision to withdraw at any time, or a 

decision not to take part, will not affect the care you receive. 

All information that is collected about you during the course of the research will 

be kept strictly confide 

 

Thank you for taking time to be involved 

 

Section 1 - About you 

Your age…………… 

 

How long have you had the rectocele (bulging of the vaginal back wall) 
condition? .............. Years ..............Months 

 

Have you been advised that your condition is suited to surgical correction?       

Yes   / No  

 

Are you awaiting surgery?    Yes   / No 

 

Have you decided against surgery?    Yes   / No 

 

Have you had surgery that was not fully successful?    Yes   / No 

 
Prior to the study how did you manage the condition? 
Please tick any that apply:    

 
    do nothing 
    use my fingers 
    use some other aid - please specify what  
…………………………………………………… 
 
Please offer any information you may wish to about how you manage your 
condition and any impact this has on your life: 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………
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……………………………………………………………………………………………

……………………………………………………………………………………………

………………………… 

 

Section 2 – Using the Femmeze® device 

The product package includes instructions for use:  

Please ensure that you have read and understood the instructions for use 

provided with the Femmeze®    

Please keep a log of any observations during your use of the Femmeze®: 

Week 1 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 2 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 3 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 4 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 5 
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……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 6 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 7 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Week 8 

……………………………………………………………………………………………

……………………………………………………………………………………………

………… 

Where did you use the Femmeze®? (please tick) 

  Only when at home  

  Anywhere I needed to - at home and at other places whilst out 

  Only whilst out 

 

Section 3 - Your feedback 

Preference 

Comparing your previous way of managing the condition, with using the 

Femmeze®, which method do you prefer and why? 

……………………………………………………………………………………………

……………………………………………………………………………………………
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……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

Effectiveness 

Regarding how well the Femmeze® helps you to deal with your condition, how 

did you find it? (please circle)  

very effective   

useful    

slightly helpful     

not at all effective  

 

If not effective for you, please tell us why? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

 

Ease of use  

Regarding how easy it was to use the Femmeze®, how did you find it? (please 

circle) 

very easy   

easy   

acceptable   

difficult  

very difficult 
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If it was difficult to use, please tell us why? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

 

 

Place of use 

If you chose to use Femmeze® as a regular part of managing your condition, 

where did you use it? 

  Only when at home  

  Anywhere I needed to - at home and at other places whilst out 

  Only whilst out 

Please tell us why you made that choice? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

 

 

Convenience 

Please tell us how convenient it was keep Femmeze® with you for when you 

wanted to use it: (please circle) 
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very convenient            

convenient      

acceptable       

inconvenient  

very inconvenient  

If inconvenient, please tell us why? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

 

The ‘feel’ of Femmeze® 

As a personal device for women to use to help manage their condition how 

does it ‘feel’ to you?  

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………

…………………… 

 

Finally, do you have any suggestions on how we could make this a better 

device? 

……………………………………………………………………………………………

……………………………………………………………………………………………

……………………………………………………………………………………………
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……………………………………………………………………………………………

…………………… 

 

Thank you very much for your participation 
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Appendix 13: Participant Guidance Note 

 

Study 
Number: 

162694  
Study 
Title: 

FEMMEZE  
Site 
ID: 

 

 

Thank you for your help with the study.  Here is some guidance on 

completing your questionnaires: 

 

Baseline (before you start using Femmeze) 

Please complete the pink p.s: 

• Vaginal Symptoms Questionnaire 

• Bowel diary 

• Obstructed defaecation syndrome questionnaire 
 

Week 1 – 8 (using Femmeze) 

• Device Feedback Questionnaire 

 

Week 4 - 8 (using Femmeze) 

Please complete the white p.s 

• Vaginal Symptoms Questionnaire 

• Bowel diary 

• Obstructed defaecation syndrome questionnaire 

• PGI-I Scale 
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Appendix 14: Interview schedule 
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Appendix 15: Proctogram Measurements 

 

Proctogram measurements: 

a) What is the anatomical defect? 

b) Does the Femmeze® reduce rectal contrast? 

 

 

 

 

 

 

 

 

 

 

Sequence 1 
 

Evacuation of 
contrast 

without additional 
help 

Sequence 2 
 

Evacuation of 
contrast with 

usual care method 

Sequence 3 
 

Evacuation of 
contrast 

with Femmeze® 

Complete rectal 
emptying? 

No? 

Completes rectal 
emptying? 

No? 
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Appendix 16: Constipation standard pathway 

 

General points 
• Consider constipation in those who have experienced at least 2 of the 

following symptoms over the preceding 3 months*:  
o Fewer than 3 bowel movements per week 
o Straining 
o Lumpy or hard stools 
o Sensation of anorectal obstruction 
o Sensation of incomplete defaecation 
o Manual manoeuvring required to defecate 

* Rome III Criteria 

• In the majority of cases constipation can be confidently diagnosed and 
treated in primary care. 

Step-wise treatment in primary care: 
1. adjust the dose of any constipating medications used for an underlying 

condition, if possible 
2. explore lifestyle changes and non-pharmacological interventions, for 

example, regular toileting after breakfast (sit for up to 10 minutes) with 
feet supported on a footstool 

3. prescribe laxatives and other medications appropriately to relieve 
symptoms if needed 

4. suppositories or enemas (in addition to laxatives) if difficulty emptying the 
rectum 

5. rectal irrigation with appropriate training 
6. refer to Bladder and Bowel Specialist Service: 

a. symptoms not responding to above treatment 
b. rectal irrigation training 

7. referral to secondary care for complex refractory cases may need 
specialist input for investigations such as colonoscopy or anal 
manometry.  

 
 

Please refer to secondary care: 
Symptoms suspicious of colorectal cancer; include any of those listed below 
combined with a possible mass on rectal or abdominal examination:  

• Recent alterations in bowel habit (over a number of weeks) 
• Altered blood in the stool (as opposed to bright red blood on toilet paper) 
• Recent weight loss  
• Symptoms and signs of anaemia. 

 
(Poston et al., 2011)
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Appendix 17: Evaluation form findings 

 

 Case 1 Case 2 Case 3 Case 4 (from 
letter) 

Case 5 Case 6 Case 7 Case 8 Case 9 

Usual care 
comments 

Loads of 
backache; had to 
take laxatives; 
feels like I have 
an egg stuck in 
my vagina 

Needed to push 
my perineum 

Using my fingers 
has not been 
effective; feels 
like I’m trying to 
give birth – have 
to push so hard – 
go dizzy 

Tried various 
ideas but nothing 
was very 
successful; 
excessive 
laxatives every 
day; depression 
set in; I was 
thinking an 
operation would 
be the only way 
out 

Each day was 
unpredictable 
with discomfort 
on several days 
with bloating 

It makes me 
extremely 
depressed 
because I am 
always in pain 
with spasms; 
causes me great 
anxiety and leads 
to constant 
diminishing social 
contact; I have to 
‘empty’ first 
manually and 
second using a 
water/saline 
enema; makes 
me tired, 
lethargic and 
depressed 

Used fingers with 
glove 

Struggle 
everyday with 
this condition – 
ruining my life 
really; bowel 
movements with 
difficulty; having 
to press on 
perineum 

Avoid 
constipation and 
don’t trampoline! 

Using 
Femmeze 
comments 

As usual care Good evacuation; 
tummy ache 
afterwards (in 
first use); used it 
today, needed to 
push perineum 
also – no tummy 
ache 

Has made an 
unbelievable 
difference; don’t 
feel like I am 
trying to give 
birth; when I use 
Femmeze I can 
hear a whooshing 
noise and then I 
go easily; it has 
drastically 
changed my life; I 
can’t believe 
something so 

I am so 
impressed that 
such a neat 
unobtrusive 
design has 
worked so well; I 
now only take 
one Movicol 
sachet a day and 
normal 
functioning 
occurs every 
morning 

Initially I felt a bit 
uncertain about 
holding the 
Femmeze at the 
right angle but 
soon got used to 
it 

Slightly painful to 
use, but need to 
practice; slightly 
better on day 2, 
but didn’t help 
evacuate at as 
much; slight 
improvement on 
Day 3; changing 
diet and eating 
more fibre; much 
easier on Day 5; 
got the knack of 
using it now, I like 
it and take it out 

I was not sure if I 
had cleared 
everything out – 
so felt 
uncomfortable, 
still used fingers 

Wee bit sore at 
first use; think it 
will take a bit of 
getting used to; 
getting easier to 
use; bowel 
movement 
without strain; 
this is a good 
wee gadget; glad 
I have tried it out 
– like second 
nature 

Have used 
Femmeze and 
whilst it seems to 
reduce the 
frequency I need 
to push it back  
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simple is so 
effective 

just in case I 
might need it 

Preference 
between 
usual care or 
Femmeze 

Femmeze No advantage 
over my usual 
care; may be 
more beneficial 
for women with a 
more severe 
rectocele 

Femmeze Femmeze Femmeze At the moment, I 
am still more 
successful in 
totally emptying 
when using my 
finger and 
enema; 
Femmeze did 
push out a lot of 
unwanted air 
enabling the stool 
to be further 
down the rectum 

Fingers – I can 
feel how blocked 
the bowel is 

Femmeze No response 
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 Case 1 Case 2 Case 3 Case 5 Case 6 Case 7 Case 8 Case 9 

Effectiveness  
(Very effective, useful, slightly helpful, not 
at all effective) 

Useful (If you 
are overweight, 
it’s harder to 
use) 

Useful (it would 
definitely be 
something I’d 
continue to use 
occasionally, but 
not something I 
would rely on) 

Very effective (it 
has changed my 
life) 

Very effective 
(felt comfortable 
and gave me 
more 
confidence) 

Slightly helpful 
(helped more 
stool along 
rectum but in 
the actual 
emptying of 
poop) 

Not at all 
effective (felt I 
did not have the 
same feeling or 
control) 

Very effective 
(great wee 
gadget so glad I 
gave it a try) 

Very effective (a 
good product; 
requires time to 
use it and takes 
fractionally 
longer than a 
finger) 

Ease of use 
(Very easy, easy, acceptable, difficult, very 
difficult) 

Very easy (Less 
personal) 

Easy (physically 
it was easy to 
use; 
psychologically 
it didn’t feel right 
putting 
something like 
that inside me) 

Very easy (the 
design is brilliant 
and it is easy to 
insert) 

Easy (designed 
to do the job 
and gets away 
from trying other 
ways which can 
be extremely 
awkward) 

Easy (the 
femmeze is 
simply in and 
gently push – no 
problem – 
compared to 
using finger up 
the bum – it’s 
simple) 

Acceptable (not 
unpleasant but 
do not get the 
same feeling as 
you do when 
using fingers) 

Easy Very easy 

Place of use 
(only when at home, anywhere I needed to, 
only at other places whilst out) 

Only when at 
home (work 
outdoors no way 
of carrying it; 
would prefer my 
own toilet) 

Anywhere I 
needed to 

Anywhere I 
needed to (why 
struggle so 
much when the 
Femmeze is so 
effective and so 
portable – fits in 
handbag easily) 

Only when at 
home (I would 
prefer to wash 
the device 
before and after 
use) 

Anywhere I 
needed to (I’m 
ok using it …as 
long as I have 
privacy and 
washing 
facilities I will 
continue to use 
my Femmeze) 

Only when at 
home (would 
find it hard to 
wash when out 
other than using 
disabled toilets) 

Only when at 
home 

Only when at 
home 

Convenience, storage and carrying 
(very convenient, convenient, acceptable, 
inconvenient, very inconvenient)  

Very convenient 
(nice handy bag 
to keep in 
bathroom – 
nobody knows 
what it is) 

Convenient (it 
was in my 
handbag for a 
while before I 
began to use it; I 
don’t think it 
would have 
been obvious 
what it was for if 
it fell into the 
wrong hands) 

Very convenient 
(the carry case 
makes it so 
discreet) 

No response (It 
would be fine if I 
did carry it 
around with me) 

Very convenient 
(I keep it…in my 
handbag) 

Inconvenient 
(but I will keep 
trying to see if I 
can get used to 
it) 

Very convenient 
(nice wee pouch 
to keep it 
discreet) 

Inconvenient  

‘Feel’ of Femmeze Feels fine; case 
and colour fine; 
no issues 

 Everything 
about it is 
perfect; well 
done 

Important to use 
a lubricant; the 
case is excellent 
and a good idea 
to have 
somewhere to 
keep it out of 
sight 

Feels ok; 
thought it looked 
strange; it’s 
colour is great 
and the carry 
case pretty; but 
too big and 

No response Trying 
something 
different is 
always a 
challenge but 
the more you 
use it the easier 
it becomes – 

Ok 
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bulky for my 
handbag 

nice feminine 
colour and wee 
velvet pouch 
nice touch 

Suggestions made by the women  Did it need to be 
quite so solid? 
Could it be 
made like a 
shoe-horn 
(thinner, bendier 
plastic)? 

Just wish I was 
advised about it 
before 

Perhaps ½ inch 
shorter on the 
handle end; the 
handle often 
knocks into the 
front of the toilet 
seat (it may be 
smaller than 
other toilet 
seats); I’m sure 
this will 
transform and 
improve a lot of 
women’s lives 
with what is 
such an 
embarrassing 
and difficult 
problem 

A smaller case 
like a spectacles 
sleeve; it is an 
excellent device 

None Advertising 
would make 
women more 
aware of what is 
available to help 
them out there 

None 
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Appendix 18: Framework Matrix of themes, categories and 

codes 

Theme Category Code 

 
 

Knowledge 

Communication and information Raising awareness 

Metacognitive knowledge Knowledge of self 

Perception of self 

Toileting experience 

Factual knowledge Seeking understanding 

 
 
 
 

Consequences 

External locus of control Bullying and abuse  

Gender 

Impact of childbirth 

Impact on working 

Aging 

Internal locus of control Inconvenience 

Intimacy with others 

Lack of control 

Skin health  

Social Isolation 

Time constraint 

 
 

Finding a 
solution 

Diagnostics Having investigations 

Interventions Patient-centred device 

Using fingers 

Surgery Waiting for help 

 
 
 
 

Psychological 
impact 

 Embarrassment 

Emotional factors Fear 

Feeling alone 

Feeling angry 

Feeling anxious 

Feeling depressed 

Feeling distressed 

Feeling helpless 

Feeling like a burden 

 Frustration 

Self-esteem 

Validation 

 
 

Coping 

Tolerance Being part of life 

Getting on with it 

Secrecy and stiff upper lip - coping 

Mastering Sharing 

 
 
 
 

Internal factors Feeling blocked 

Feeling of something coming out 

Feeling relief 

Pain 
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Physical impact Mechanical impact 

External factors Hygiene 

Toilets 

 

 

Appendix 19: Extract from the Framework Matrix 

Theme Category Code Data extracts 

 
 
 
 

Knowledge 

Communication 
and information 

Raising 
awareness 

“I came across it just by chance that but could use my 
thumb I didn’t know that’s what other people had to do 
so it would be good if there was more information out 
there are other people out there that have to do this 
sort of thing and it just doesn’t make you feel like dirty 
or you’re the only one” (File 29; Reference 11) 
“There’s nothing out there talking about this but even if 
you go into your doctors surgery you sit down and 
what do we do you know we said as we scan the walls 
and were looking and reading whatever information 
that’s up there do you know even if there was a poster 
sort of saying are you experiencing bowel problems 
you know this could help it would insight maybe an 
interest that somebody could actually ask” (Participant 
10; Reference 1) 

Metacognitive 
knowledge 

Knowledge of 
self 

“I think a lot of it is I’ve I know the um trying to think I 
know the function of it now and what it looks like and I 
know what goes where and I know how it comes out 
and now I’ve got that and I’ve got that picture and I’ve 
got the ways that I squeeze in this way and that way 
and I take my time it all makes sense and I sort of 
visualise it a little bit” 
(Participant 21; Reference 4) 

Perception of 
self 

“the prolapse was very ugly and horrible when it 
protruded” (Participant 21; Reference 3) 

Toileting 
experience 

“probably because I thought that bodily fluids and stuff 
like that it was just disgusting if you passed wind in our 
house it was like oh you had to the bathroom to do it 
they were very strict” (Participant 36; Reference 2) 

Factual 
knowledge 

Seeking 
understanding 

“the first time I heard the word digitation was when I 
had the proctogram and thought oh that’s an easier 
way of understanding it” (Participant 22; Reference 1) 
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